July 23, 2021

The Honorable Mac Warner
West Virginia Scoretary of Btate
Buiiding |, Suite 157-K

1900 Kanawha Blvd,, East
Charleston, WV 25305

Re: Comments Recelved Concerning 114 SR 99
Doar Scorclary Warner,

{anng the pubhie comment period for the ahove-referenced Legislative Ruke relating o
pharmacy auditing entities and pharmacy benefit managers ("PBMs™), the Offices of the Insurance
Commissioner (“GIC™} of the Departiment of Revenug received comments from numerous
stakeholders, including the National Association of Chain Drug Stores, National Comamunity
Pharmacisis Association, Fruth Pharmacy, Mitchell Intermational, Consuamer Action, CareSouree,
Highmark Weal Virginia, Cesliton of State Rheumalology Organizations, Weal Virginia
Independent Pharmacy  Association, Pharmmaceuiical Care Management  Association,
Pharmaceutical Research and Manufacturers of Amerios, and medical provider associations. Most
of the commments received were generally supportive of the maie. While all comvnents arg attached
hereto, for the sake of brovity, this letter does not summarize the supportive comments bof instead
addresses the commernts indicating concems with, or suggested revisions to, certain provizions of
the rule, Moreover, this letter does not respond to substantially sinilar comments when the matial
comment bas already been addressed.

Nine enfitics {(West Virginda Primary Care Association, West Virginia Hospital
Agsociation, Charlesion Arsa Medical Center/CAMC Health Systern, Mountain Health
Metwork, West Virginia Universily Health System, Marshall Health, Marshall Pharmacy,
Partners in Health Neiwork Inc., West Virginia Pharmacists Association) joindly submitted
comments,  In addition {0 their supporliive comments, these eniilics proposed two
modifications to subsection 6.1.3 of the rule, which provides: “For covered entities using
PBMs for admindstration of pharmacy benefits of its health benefit plang, the covered entity
shall, upon reguesi, provide the Conunissioner with the number of pharmacisis or pharmacies
that have terminated their network participation with the covered enity.” First, it was
praposed that this provision could be interpreted as only requiring datas on pharmacists and
pharmacies who/that have terminasted with the covered entity but not the roverse
pharmacists and pharmacios who/that have been terminated from the network by the covered
antity.  Second, the entitizs noled that phermacy serviess adpuinistration organizsiions
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{“PSAQS™) contract with pharmacisis and pharmacies to assist with third-party payver
interactions and other administrative services. The entities suggesied that subsection 6.1.3
include PSAOs. The OIC agrees that the zuebsection should be modified as proposed,
Acsordingly, the O will change the subsaction to read as fellows: “For eovered entities
using PBMs for administration of pharmacy benelits of its health benefit plans, the covered
entity shall, apon reguest, provide the Conunissioner with the number of pharmacisis,
pharmacies and pharmacy services administration organizations that have sither terminated
their network participation with the covered eatity or have had their network participation
tergrinated by the covered entity ™

The West Virginia Independent Pharmacy Association {WVIPA)Y offers two revisions
o sechion 1.6 of the rule in light of the evalviog law with respect to ERISA bealth plans and
affitiated PBMs. First, the WVIPA suggests that the word "rates” be inchided in the
following sentence of section 1.6: “However, certain sections of this rule that anly affect
COsts, pricing, rafes or alter incentives for HR1SA plans are not preempled by ERISA and are
accordingly applicable.” The GIC declines to make this revision considering it beliaves the
fanguage as drafted more cloaely adheres to the decision in Rutledgs v. Pharmaceutical Care
Management Aszn., 592 UB. 15, CL 474, 208 L. B4, 3d 327 (20203, The sesond
recommendation of WYIFA regarding section 1.6 is to add the following sentence: “This
section does not Hout the applicability of olber sections 1o ERIBA plane should federal loaw
or judicial decisions afford the state muthonty fo regulate.” The OIC agrees that the
additional sentence would ensure that the rule is valid and enforceable in the event of {future
changes to the law. Thus, the OIC will add the following sentence fo section 1.6: “This
section does not himit the applicability of other sections to ERISA plans should federal
stgtitory or common law afford the state authority to regulate”

WVIPA next requests clarification of subgection 2.3.1 of the rule, which provides:

if 3 health benefit plan restricts pharmacy partzcipation through
a network, the coversd entity providing the health benefit plan
shall notify, in writing, all pharmacigs within the geographic
coverage aren of the health bepefit plan and offer those
pharmacies the opportonity to participate in the health benefit
plan’s network, Notification shall be provided af least 60 days
prior o the effective date of the healih benefut plan’s network,

{t is posited by WVIFA that this provision could be interpreted as being apphiesble to ondy
those health benefit plans that begin restricting a network prior to the effective date of the
network, and not apphcable to plans that siready have a restricted network in place when the
ruple becomes effective. The OIC agrees that this may lead 0 such an inderpretation and
further finds that subsection 9.3.1 does not agree with its companion statute, W, Va. Code §
33-51-11{(h). The OIC will accordingly propese the following revision to the sebsection to
maore closely track the statute, which should ameliorate the concerns of WVIPA,

if a health benefit plan restricts pharmaey participation through
a network, the covered entity providing the health benefit plan
shall notify, in writing, all pharmacies within the geographic



coverage arca of the health benefit plan and offer those
pharmacies the opportunity to participate in the heslth benefit
plan’s network., MNotification shall be provided at least 68 days
prior to the effective date of the heaith benetit plan, or, of the
plan is in effect &t the fme this role becomes effective, at loast
64 days prior to the plan’s renewsl.

A comment offered by Fruth Pharmacy sugecests that the role clarify that the
reimbursement methodology set forth in section 5.9 of the rule {L.e., proscription drug or
pharmacy service is to be paid in an amount no tess than the national average drug acquisition
cost for the prescription drug or pharmacy service at the Hime the dreg is administersd or
dispensed plus a dispensing fee of $10.49) i the muinimum net retmbursement permitted after
anty fee charged by a PERM. The GIC declines to provide such a revision to the rule because
it belioves the enabling statute and propesed rule slready clearly establigh the “floo™ or
minimum for permissible reimbuarsement by a PBM.

Highmark West Virginia provided a comment reguesting that section 6.5 of the rule,
which pertains to the confidentiality of certain information submutied 1o the OIC, mors
closely conform o its corresponding statutory provision (W, Va, Code § 33-51-12(f)t. The
OIC acknowledges that section 6.5 unintentionally failed to exactly track the statute in that
the rule provision is only applicable to PBMs while the statute applies to PBMs, heaith plans
and covered enditics. The OIC will accordingly revise section 6.5 to include health plans and
covergd entifies,

Several comments were submitied by CareSource. [t first recommended that
“copays” be defined in the nie considering the definition of “defined cost sharing” may
cause confusion due 1o the fact that some benefit designs inchude fized copays in addifion fo
or in lieu of deductibles or coinsurance. Whils the O belioves that having a definition of
copays is ummecessary, it will amend the definition of defined cost sharing at sectinn 2.6 of
the rule to clarify that copayments are not inchuded. CareSource pext suggests that the tenm
“coinsurance” be incloded in the last sentenes of subsection 5.13.3 of the rule to provide
clarity. That subsection provides that a PBM shall not engage i any practice that “[dlerives
any revere from a pharacy or insured in connection with performing pharmacy benefits
management services, This prohibition sball not prokibit a PBM from receiving deductibles
or co-payments.” The GIC agrees that the Legislature did not mntend for this subsection to
prohibit 2 PBM from receiving coinsurance and will accordingly revise the subsection.

CarsSource next takes issue with section 5.15 of the rule and iz corresponding
subsections, K is asserted by CareSource that the requirement for prescoription drug rebates
{o be passed on to consumers af the point of sale fails to scoount for how pharmacentical
manufacturers actually pay rebates to employers and heallh plang based on a defined
performance porind and typically sfier drugs are dispensed. Thus, CareBourcs proposes that
section 5,153 be revised to include the following emphasized langoage . . . 15 reduced by an
amouni expecied fo be oqual fo at least 100% . . .7 It is turther suggesied that the OIC
consider g percentage of error in this section considening rebale pricing may not be exact at
the point of sale and that language be included whereby a person’s eopay shall not exceed
the price of the preseription drag ihat is reduced by an amount expecied 0 be equal to al



feast 100% of all applicable rebates received. And finally with respect to section 318,
CareSource suggested that subsection 5.135.5 be revised as follows: ™. . | covered individual’s
defined cost sharing os copay by an amount greater . . .7 I respouse to these comments,
the OIC belioves that the suggested revisions would substantively depart from the enabling
statute and the legislalive intent of House Bill 2263, The CIC accordingly declines io
propose any changes to section 5.15 as 3 rosull of these comments,

Carefource additionally inquires if standards will be forthcoming regarding the
impiementation of subsection 6.1.1 of the rule, which reguires s PBM to maintain a
reaaonably adequate and accessible pharmaey network., OIC responds that such standards
may be developed and set forth in an smendment to 1I4CSRI00, Heslth Benefil Plan
Network Access and Adeguacy. CareBource also opines that subdivision 9.2.1.d of the rule
will resirict the ability of & health benefit plan to do a “preferred pharmacy™ type program
and could contradict guidance from the federsl Centers for Medicare and Medicaid Services
that promotes value-hased care andd helping (o direct members to lower costs of care. The
O1C responds to this comment by noting that subdivision 9.2.1.d mirrors W. Va. Code § 33-
$1-11{a}{4} and thes i3 not g rule provision that can be substandively changed as sugrested.

1t is next suggesied by CareSource that subdivision $.2.1.g of the rule regarding
reimbursement parity among snail order services and retail location services will raise
immplementation guestions from an operational standpoant, In response, the OIC again siates
that this subdivision 15 2 rule provision that precisely tracks the statutory language (W, Va
Code § 23-31-11{8¥ 71 and asccordingly i1s not a role provision that the GIC can
tundamentally modify,

CareSource finally comuments that the notification requiremenis set forth in subsection
©.3.3 regarding changes in network participation by pharmacies would be coetly and unduoly
burdensome on health benefit plans, as well as providing bLitile to no benefit to insureds. The
OIC agrees that the reguiremnent for 3 health plan to notify its beneficlaries vach time 2
pharmacy enters or leaves the network would be cuznbersome to the health plan and could
result in a sifvation where bencficlaries would be more Hkely to disregard notifications from
the plan. Thua, the OIC agrees to modify subsection 9.1.3 as follows:

A covered entity providing the health benefit plan shall inform
the beneticiaries of the plan of the names and locations of
pharmacies that sre participating in the health benellt plan’s
network., INotification to beneficiaries should be provided
through ressonable means, on a timely hasis and at regolar
imtgrvals. For purposes of this subsection, “reasonable means™
may  include wrilten or electronic  comnuudcations (o
beneficiaries by a health benefit plan, as well as publication on
the health benefit plan’s publicly available websiie, For
purpeses of this subsection, “regular intervals”™ should include
notification o beneficiaries during g health benedit plan’s open
enrollment perieds and at least on a guarterly basiz,



A comment submitied by the Coalition of State Rhcumatology Organizations
{“CSRO™) notes that 8 PBM may be unable (o securately predict the total amonnt of a rebate
at the time of claim admdsistration due fo contracteal incentives that are based on broader
atilization beyond a single clatm. According to TSRO, this could result in a discrepancy
between the cosi-sharing reduction at the time of claim administration and the total rebate
received. 1t is recommended by CSRO that the OIC consider implemeniing additional
reporiing requiraments that allow the agency to appropriately monitor PBM compliance with
section 5,15 of the rale, which requires the pass-through of the “rebate received, or fo be
received” to the covered individual, The OIC responds that it believes it has ample reporting
requirements within the proposed rule to observe whether a FBM is adhering to section 5.15.
However, should the OIC find that the reguirempents are mmsefficient in that regard, it will
offer corrective amendments to the rule at s later date,

Consumer Action, which is purporiedly an advocate for competitive health care
mwarkets, tendered & comment that supporied the rile but also asserted that 1 did not go far
enough in addrossing what i calls 2 “rebate rap.”  According to this commentator, 5 rebate
trap i3 When a drug rmanufacturer with dominant blockbuster drugs uses financial incentives
in the form of vonditional rebates to negouate formulary access and exclude compeling
drugs, the end result being that paticnis are denied access to lowsr cost and more efficacious
drugs. While Consumer Action’s comment letter 1s very informative, the OIC beligves that
the rule under consideration is likely not the proper avenue to address so-calied rebate traps.
The GIC is tasked with proposing a rule that frplements the provisions of House Bill 2263
{30213 Kebate traps were not addressed in this enabling legislation and thus the QIC i¢
without authority to propose rule provisions on that subjoot,

A comunent fom Mitchell International opined that it did not believe the rule was
appiicable to workers” compeonsation and avtomobile insurance as a resull of the definitions
of “covered entity” and “health insurance policy.”™ It is the OXCs position thar “heshth
insurance policv,” which is broadly defined in W. Va. Code § 33-51-3 as Ya polivy, subseriber
coptract, certificate, or plan that provides prescription drug coverage,” is sufficient for the
rufe to apply to workers’ compensation insurance where there 18 preseription drog coverage
under the policy. Although not directly on poini, in further support of the CGICs position
that the Legisiature intended the rule and corresponding statutes to broadly apply, the OIC
notes that “third party” is defined in the epabling stalute as “any insurer, bealth benefit plan
for employees which provides s pharmacy benefits plan, a participating public agency which
provides a system of heslth nsurance for public employees, their dependents and retivees, or any
other insurer or organization that provides heakth coverage, benefits, or coverage of prescription
drugs as part of workers’ compensation insurance in accordance with state or federal law. The
term does not include an insurer that provides coverage under a policy of casealty or property
mswrance.” As such, deapile the fact thet workers” compensation insurers are generally licensed
as casualty insurers, they were explicitly included within the defindtion of “third party,” while other
property and casusdty insurers, sueh as aplomobile insurers, were excluded. To provide more
clarity in this regard, the QIC will amend the last somience of section 1.6 of the rule o read as
follows: “This rule applies to PBMs that manage prescription drog eoverage for workers'
osapensation insurers and employers who are setf-insured for workers’ compensation in this state
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becanse workers’ compensation insurers and self-inswed emplovers are “oovered entities” that
provide pharmacy benefits under a “health insurance policy.” a5 those terms are defined in W. Va.
Code §33-51-3 and this rale”

Mitchell further comments that seversl of the rule provisions either conflict with the
regulatory scheme relating to workers’ compensafion soverage or are inapplicable 1o how
workers” comnpensation insurance is designed. The OIC responds that workers’
compensation carriers and they PBMs should comply with the rule provisions where thay
are applicable to the coverage that is provided. With respect to the rule provisions conflicting
with workar’s compensation sules, the OIC opines that the subject rule provisions should
control, This opinion i3 based on the fact that workers’ compensation rules are “legisiatively
exermpt” rules, meaning they are not formally approved by the Legisiature, while the mle
uider congsideration here is sulyect {o ratification by the Legislature. The GIC further
responds that it will provide guidance on which rule provisions are applicable to workers”
compensation carmiers on g case-by-case basis and/or through the issuance of an
informational bulletin in the future. Furthermore, the OIC will undertake a review of its
workers’ cornpensation rules and attempt to eliminate any direct inconsistencies should any
b identified.

The National Asscciation of Chain Drug Stores {(NACDSY provided & comment
requesting the OIC te clarify how certain statutory provisions relating te  drug
reimbursernents fo a pharmacy by PBMs are to be implemented. More specifically, NACDS
asks for claritication with respeet (o what fees would be permited under W, Va. Code § 33-
51-9(c)(1}, which provides thar a PBM “may only directly or indirectly charge or hold a
pharmacy, a pharmascist, or g pharmacy technician responsible for a fee related to the
adiudication of a claim if . . . [t]he total amount of the feo is identificd, roported, and
specifically explained for each line ltern on the remittance advice of the adjudicated claim.”
Ag noted by NACDS, PEMs are prohibited pursuant to W, Va, Code § 33-51-90)2KB) from
wnposing 8 “poini-oi-sale fee” or “retroactive fea,” as these terms are defined in W. Va. Code
§ 33-531-3. Moreover, any fee would be prohibited if it has the effect of lowering the
ceimborsement “floor”™ set footh in W, Va Code § 33-51-9(8). NACDS szlso suggests an
additional subdivision beo insorted mio W. Va, Code § 33-81-%{c}). Of course, the addition of
a new statutory subsection can only be accompiished by the Legislature and thus the OO
must decline to substantively address this recommendation,

A comment submutted by the Phanmaceutical Ressarch and Manufacturers of America
CPERMAYY recomumends that the O reguire PBMe to submit an annual certification that
they have complied with the requirements of Houvse Bill 2263 relating to the calenlation of
patient cost sharing. The OIC apprecigtes this comment but declines 1o propose such a
reguiremsnt. The OIC belisves that the certification will do Lintle to cause compliance with
the rule. Further, the OI1C has sufficient tools, such as perlodic audits and targeted market
copduct exams, to ensyre complisnce.

It is further roequested by PhRMA that the language added fo sections 5.7 and 5.5 of
the rule be removed, Thoac provisions, including the proposed new language as underlined,
ig as follows:



A PBM or any other third party that reineburses a 3408 eatity
for drogs that are sobject fo an agreement wnder 42 U.8.C. §256b
shall nol reimburse the 3408 ondity for pharmacy-dispensed drugs
at a rate lower thar that paid for the same druyg to pharmacies sirndlar
in prescripiion volume that are not 3408 entities, and shall not assess
any fee, charge-back, or other adjustrent upon the 3401 entity on
the basis that the 3408 entity participates in the program st forth in
43 VLS., §256h, For pureoses. of this section, the torm “other
adiustmeny”  lncludes placingany additional  rowuiroments,

...........................................................
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57 5.8, With respeet to a patient eligible to receive drugs subject
to an agreement under 42 11.5.C, §256b. a PBM or any other third
party that mabes payment for such drugs, shall not discriminate
against a 3408 entity in a manner that prevents or interferes with the
patient’s choice o receive such ﬁruvs from the 3468 entity. For
purposes of this subsestion section, “third party™ does not include
the state Medicaid program when Medicald iy providing
reimbursement for covered outpaiient drugs, as that torro is defined
i 42 U 5.0, §13%6r-8(k3, on a fee-for-service basis; however, “third
party dﬂfﬁa mcﬂude a Medmmd manag Ted care of gzml?atmn as
shall _be consi dm »,d a dl'immma‘ca‘\ -\ractacg thai ‘\ravsms Qr
mi@ferea mth a4 hau erl s o }30 L8 10 YEC eive d*uos a8 ’%4{}]3 mﬁ' f

..............................................................................................................................................

.m;(km upon a 344 IB entity tha,’i rmuit& i admimsimiwe m&;is or
fees to the 3408 entity that are not placed vpon other pharmagics
*hat do 1ot ~\amc1;sa‘ie i the 34OH HOSLR, mcludu 8 aiﬁim&e;

reqUInnS a s;:ia_u:a fo_r a dj'th—‘ 0 amlude a mmd.ficr or bc .n.m\gg;g;é@_(_]g
or resubmitted to indicate that the drug is a 3408 drug,

PRRMA contends that the OIC s interpretation of “other adjustment” in section 5.7 is overly
broad and pot supported by the enabling statute. I is forther ssseried that the language
creates bad policy considering the use of modifiers dentifying 3408 clmims reduces the
potential for duplicate claims and provides important data to manufacturers in cases of
diversion, which oocurs when a covered entity requests a 3408 discount for someone whe is
not an eligible patient under federal faw. With respect to the proposed language in section
L8, PhRMA states that the purpose of the section is to preverd discriminatory practices which
prevents or interferes with a patient’s chotce to recetve drugs at a pharmacy that participates
in the 340B progrant. The proffered language, PRRMA avers, {2ils 1o explain how a modifier
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PCMA asserts that many provisions of the law do not apply to self-funded plans based
on the defisition of “heslth benefit plan” because the defindtion does not inchide self-funded
plans, and thus ERISA preemption s not ap issue with respect to the rule provisions that
apply to health benefit plans. The OIC believes the definition of “health benefit plan™ is
broad enough o encompass ERISA plans, W, Va. Code § 33-51-3 defines a health benefit
plan or health plan 2s “a policy, contract, certificate, or agreement entered into, offered, or
issued by a health carrier to provids, deliver, arrange for, pay for, or reimburse any of the
costs of health care services.” While the OIC acknowledges that the definition of health
benefit plan or health plan does not specifically refer 1o a self-funded or ERISA plan, an
ERISA plan is 3 contract or agreement entered into or offered to provide, deliver, arrange
for, pay for, or reumbursc any of the costs of health care. The OIC docs not believe the
definition of health benefit plan or health plan must be read to be limited solely to contracts
or agreernents issued by health carders. The Oxford or serial commma before “or issuved by &
health carrier” in the definition of health benefit plan or health plan in W, Va. Code § 33.51-
3 indicates that “or tssued by a health carrier™ is the final item in a list of independent things
and not # separate requirement in and of teelll A such, the OIC believes that g health benafit
plan or health plan iz 3 policy or contract or certificate or agreament that 15 endered into or
offered or issued by a health carrier io provide or deliver or arrange for or pay for or
reimburse any of the costs of health care services. If the Legislature intended that a policy,
contract, cerlificate, or agrecment was reqeired o be issuwed by a health carrter in order to
meet the definition of health benefit plan or health plan, it could have simply staied that a
“health benetit plan or health plan means a policy, contract, cerlificate, or agresment entered
into or offered by a health carvder to provide, deliver, arrange for, pay for, or reimburse any
of the costs of beadth care services.” lustead, it chese to nlace a corma hefore “or iasued by
a health carrier”™ and, thus, the OIC interprots that phrase as the final item in a list. The
explicit usage of the comma before “or issued by a bealth carrler,” combined with the actual
rernoval of the BRISBA exemptions from the applicshility sections that were previously in W,
Ya. Code § 33-51-8{{}2} and W. Va. Codde § 353-51-9() provide clear legslative guidancs
to the Ol to include self-funded FRISA plans within the PBM regulatory scheme 1o the
fullest oxtent permktted by Tederal law.

in #s nexl convnent, PUMA stales that the sentence beginning with “However” in
section 1.6 of the rule appears to conflict with the ventence immediately prior to it. Those
sentences stale!

Additionally, certain sections of this rule may not be applicable
to health benefit plang or health plans that are subject to the
Emplovee Retirement Income Security Act of 1974 (ERISA)Y f
the subject provision of the rule regulates a key facet or casential
part of plan administration or design and s preempted by
ERISA. However, cortain soctions of this rule that only affect
costs, pricing or alter incentives for ERISA plans are not
preempted by BRISA and mav bo applicable.

The OIC does not see a condliet botwean the two sentencos. The first senlence expresses the
view that if & rule provision pertains to plan administration or design, then it may be
arecmpied by ERISA. The second sentence seis forth the position of the OTC that a rule



provision affecting cost, pricing or which aliers incentives would not be preempted by
ERISA. The OIC belisves this agrees with the Usnited States Supreme Court decigion in
ARuiledge, supra.

POMA comments that the terms as defined in the role should be consistent with those
found 1o House Bill 2283, While the OIC agrees that rule definitions should not significantly
modify or usurp definitions set forth in the enabling statute, we do not believe this was done
with the subisct rule. An agency is afforded some latitude in proposing rule provisions In
order {o effectuate the corresponding statute(s), and this includes providing definitions for
terros used in the role although those terms may net be defined in the statute, as well as
clarifying statutory definitions when necessary, The OIC believes all proposed definttions
sei forth in the rule are within the authority grasted to it by the cnabling legislation.
Mareover, the OIC is proposing a legislative rule and the Legislature will have to explicitly
approve any definitions wsed by the OIC therein.

PCMA further expresscs its concern over subsection 4.2.17 of the nde, which requires
g PBM to provide to the GIC its reimbursement methodologies. The subsection siates:

Any and all methodologies utilized by a PBM in connection with
reimabursement shall be filed at inital lcensore and all
remmbursement  methodologics  must  comply with  the
requirersents sef forth in Article 51, Chapier 33 of the Wagt
Virginia Code. {3 PBM was imtially licensed prier to the time
methodologies were reguired to be filed, a PBM shall file any
and all methodologios viilized by a PBM in comnection with
reimbursement at its first renewal after Fanuary 1, 2022, A PBM
shall refile any and ali methodologiss utilized in connection with
reivebrarserment at any time theresfier that & methodology is
changed by the PBM for use in determining maximum sllowable
cost appeals. The methodologies are contfidential and sxempt
from disclosure under the Wesr Firginio Freedom of Information
Act, W. Va. Code §29B-1-4{a){1{.]

it i asserted by POMA that the reimbursement methodology that & PBM must follow is set
forth in statite and therefore the disclosure requirement in subsection 4.2.17 could be read
to require reporting of additional methodologies not mandated by law. The OIC belisves
that the rule provision is clear in thal ondy the relmburserient methodologies as required by
W. ¥Va. Code § 33-51-1 ¢f seq. arc reguired to be filed, evidensed by the fact that “Article
51, Chapter 33 of the West Virginia Code”™ is ciled in the provision.

PCMA offers a reviston o section 5,14 of the rule, which provides;

A PBM shall offer a health plan the option of pass-through
pricing. However, pass-through pricing is required in regard to
a PBM that performs pharmacy benefit management on beohalfl
of a health benefit plan adminustered by or on behelf of the swate
or a political subdivision of the state,

1



PUMA requesis that the phrase “performs pharmacy benefit management on behalf of” be
replaced with “contracis with.” The OIC agrees that the suggested language s more clear
and will revise the rule accordingiv,

POMA comments that subsection 3.15.3 is not in the undarlying law and the section
within which the subscction resides pertains to PBEMs, not insurers. In response, the OIC
staigs that the language of subsection 5.15.3 almost mirrors that found in W. Va. Code § 33-
§1-9¢0y. The GIC further belisves that a subsection can be properly contained within a2 section
1t there ig a reasonable relationship between the two, which appears to exist with subsection
5155 and sectivn 5.15 considering both pertain to g covered individual™s defined cost
sharing.

BPOMA asseris that subsection £.1.3 of the rule, which confains 8 reporiing
regquremaent for covered enilifies relating to terminated networks, is not found in the enabling
statute and is therefore outside the law. The OIC belisves the subsection is consistent with
ihe legislative infent regarding the enactment of Houce Bill 2263, Morveover, the exact same
provision s Tound in section 6.4 of the current rule that was approved by the Legislature in
2020, but was simoply moved to ancther location in the subject proposed rule amendments to
better erganize the mule. Thus, the Legislature has already approved of subsection 6.1.3 as
being & valid rule-making exercise.

POMA forther asks for clarification regarding how subdivigions 6.2.1.¢ and 6.2.1.d
differ from subsection 6.2.2. Those provisions state as follows:

following information;

&3 6.2 1.6, The aggregale amount of rebales passed on to the
enrolless of each covered entity or health plan at the point-ofssale
that reduced the emrolless appliceble dedectible, copayment,

comsuranee, or other cost sharing smount;

Gded: §.2.1.d. The individus! and aggregate amount paid by the
covered entity or heslth plan to the PBM for pbarmacist sorvicss

....................... ol

iterrzed by pharmacy, by product, and by goods and services; and

G6.2.2. A PBM shall songally revost in the appveuste to the




The OIC agreces that, with respest to a report submitted o the GIC, the fivst sentence of
sgbyection 6.2.2 g duplicative of subdivisions 6.2.1.c and 6.2.14 and will revise the sentence
10 read: “In regard fo a PBM that contracts with a beslth plan or covered entity, the PBM
shall annually report in the aggregate to the health plan or eovered entity the difference
hetween the amoust the PBM reimbursed a pharmacy and the amount the PBM charged the
health plan or covered entity.”

POMA next maintaing that subsection 8.5.10 of the rale, which pertains to the QIC
adding interest to an award of reimburscment, is new language nol found in House Bill 2263
and thus outside the agency’s jurisdiction. The OIC disagrees in light of the following
langoage of W, Va. Code § 33-51-8{e}2): “[rlules adopted pursuant 1o this section shall set
forth penalties and fines, including, without limitation, monetary fines, suspession of
fcensore, and revocation of lcensure for viclations of this chapter and the rules adopted
parsuant fo this section.” Purthermore, W. Va, Code § 33-51-9(h} provides that the
Comgussionsr “may srder retmbursamend to an insured, pharmacy, or dispenser who has
incurred a monetary loss as 3 result of 3 violation of this article or fegislative rules
implemented pursvant to this article.” The GIC roulinely gels questions from regulated
entities and consumers about the addition of interest 1o reimbursement swards and belisves
ihat it is clearer and more fortheoming (o establish the process publicly through rulemaking,
Thas, the OIC will not propose amendments to the role in response to this comument.

PCMA avers that section 9.1 of the rule (with subscotion 9.1.6 as a specific example)
containg exiraierriforial issues and that the scope of the section should be Hmited o West
Virginda, The OLC believes subscetion 811 alveady does what is being requested: “{slection
G of this rule apphes to all PBMs and bealth benefit plans providing pharmaceutical services
or pharmacy benelits, including but not hmiled (o preseription drugs, t© anv resident of West
Vieginia.,” Accordingly, the Q10 will not propose any revisions 1o the rule as a result of this
comment.

PCMA  finally asserts that subsection 9.3.1 of the rule is inconsistent with
subdivisions 8.2.1.a and 9.2.1.b of the rule. Those provisions state:

8.2.1. A PBM or health benefil plan may not

8.2.1.a. Prohibut or limd any covered mdividual from selecting a
pharmacy or pharmacist of his or ber choice who has agreed to
participate in the heaith benefit plan’s network sccording to the
terms offered by the health plan;

9.2.1.b. Deny a pharmacy or pharmacist the right to participate as a
contraci provider under the healib insirance policy or health banefit
plan’s network if the pharmacy or pharmacist agrees to provide
pharmacy services or bonefits, including but not limited o
prescription drogs, that meet the terms and reguirements set forth by
the insurer under the beabth insurance policy or health benellt plan’s
networle and agrees to the terms of retmbursement set forth by the
imsurerf. |
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8.3.1, If a health benefit plan restricts pharmacy participation
through a network, the covered entity providing the health
benefit plan ahall nolify, in writing, all pharmacies within the
geographio eoverage area of the health benefit plan and offer
those phammacies the opporfunily to participate in the healih
benefit plan’s network. Notificgiion shall be provided at least
&0 days prior to the effective date of the health benefit plan’s
neiwork.

POMA requests clarification as to whelher sobsaction 3.1 intends to allow for restricted
networks despile what subdivisions 8.2.1.a and 8.2.1.b state, The GIC first responds that in
addressing another comunent, i has agreed to revise sebsection 9.3.1 as follows:

If 5 health benefit plan regiricts pharmacy participation through
& notwork, the covered entity providing the bealth benetit plan
shall notify, iy writing, sll pharmacies within the geographic
coverage area of the health benefit plan and offer those
pharmacies the opportenity to participate in the heallth benefit
plan’s network. Notification shall be provided at least 60 days
prioy to the effective date of the health benefit plan, or, if the
plan is in offect at the time this rule becomes effective, at feast
&0 days prior to the plan’s renewal,

The GIC further resporuls by stating it belioves the provisions are compatible. Subsection
9.3.1 does not permit resiricied networks but instead reguires a health benefit plan 1o invite
ail pharmacies to heorrne a member of the netwaork should the pharmacy agree to the plan’s
network terma.

The OIC thanks ail of the entities that submitted comments. Their atiention o and #ime
spent on this matter ie greatly appreciated.

Sincerely,

Yictor A Mullins
Associate Counsel
West Virginia Offices of the Insuranee Conmmissioner

Attachmenia
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West Virginio Independent
Phormacy Association

Lharlesion Oflice: 1017 Quarsier Street, Charivston, WV 1534
Phone: {3043 6844214
Fax: (304) 7336488
Wele wew WVIPA org
Emall: matt@waikersndstovens.com

@%

Yictor Mulling

Agsoniate Counsel

West Virginia Offices of the Insurance Comimissioner
S48 Penosylvania Avenue

Charleston, WY 253402

June 23, 2021
Re: Corements on Proposed Bule 11499

Drear br. Mublins:

O behall of the Weat Virginla Independent Pharmacy Association (FWVIPA™), s 58
organizational members, and the 130 West Virginia pharmacies cwned and operated by those
mepmbers, we write to offer our comments on Proposed Rule 114-99: Pharmacy Auditing Entities
and Pharnady Benefit Managers, Thank you for this opperbunly to offer comments. In our
apinion, the West Yirginia Offices of the Tnsurance Commissioner (“WVOIC™ adhered 1o the
Begisiative mtent within the context of West Virginia Code §33-51 ¢f seq. and applied 2 reasonable
regulatory framework.

Additionally, we apprecisie the WVDIC addressing chellenges faced by our pharmacy members
and patients by codifying refevant protections and specific dutiee and responsibilities of pharmaay

enefit managers (“"PBMs”) and health insurers operating in West Virginis. Pharmacy issues are
extracrdinarily complex and important in ferms of providing quality kealth care for patients while
also comteining heahth cary costs.  Jocressing transparency and offering additional patient
protections establishes West Virginia as a national leader In this ares. With these comments, we
seek to highlight and support provisions of the proposed rule and suggest modifications o further
strengthen or clarkly the proposed rule,
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Preveniing PRM Fee Shifting omd Fee fncreases fo Pharmuacies

Une purpese of Houwse Bill 2263 and the proposed rule is to create 2 reimbuwrsement foor of
National Average Divug Acquisiion Cost (MADAC™Y phus & $10.49 dispensing foc for 2
prescription druy and pharmacy service. The WVIPA believes this is an equitsble and ressonable
reimbursement methodology, which is also vsed by West Virginis Medicaid. The WVIPA HIges
the WVOIC 1o protest the legisiative imtent that drove this policy change by closely manitoring
PBM fees charged to phormacies. The underlying policy decision to codifv this reimbursement
oo seis phanmacy refmbursement fo easily aceessible and nationally recognized benchmarks/
methodologies. It s important © note that while PBMs may charge fees fo pharmasies, these fees
should rot be increased For the purpose of diverting pharmacy reimbursemend doflars 1o PBMs,
The clesr intent s 1o reimburse pharmacics the cost of purchasing drugs plus 3 professiona!
dispensing fee for servives and reluted costs. Under 8,13, the proposed rule states that 2 “Ja} PEM
shall not engage in any practice that . . | [dlerives any reveniue from a phanmasy or insured in
connection with performing phanmacy benefits management servises. This prohibition shall not
prohibit a PBM from receiving deductibles or co-payments.” The WVIPA respectfnlly requests
that the WYOIC closely analyze PRM fees, especially new fees or fes increases, to pharmacies in
the fidoee. Further, iF the WVOIC seeks to olarify and strengthen this position regarding fees, the
WYIFA would be supportive,

Further, the WYIPA understands that acoording 1o W, Va. Code §33-51-9(c), PBMs may charge
fees to phammacies, but only if those fees are identified, reported, and specifically cxplained for
each Hline ilem on the sesniftance advice of the adjudicated clsim, or if the total amount of the fee
i apparerd af the point of sale and not adjusted between the point of sale and the issuance of the
remitiance sdvice. As mentioned above these fees must not be charged for the purposes of dexi ving
revenue from a phanmacy or insured.

Froaciively dddressing Federal Rulingsidetions on Emplovee Retivewent Invome Secirity Act of
1974 (ERISA} vnd Relasted Fopics in Section 1.6

The WVIPA respectiully proposes two modifications to the WVOIC s changes In Section 1.6 of
the proposed rule to ensure the rule is evergreen and applicabls if future fodera! court deeisions or

RCUORS GOCUT,
Towitin .8

Certain sections of this rule may ol apply to Medicare Part T plans
or Medicare Advantage plans that offer preseription drug coverage
as 42 UEC, J1300w-26{t)(3) and 42 US.LC. §1395w-112{g}
provide that standards established under 42 UB.C. §i395w-181 &7
seg. and 42 US.C §1395w-71 of reg. shall supersede any siste law
or regasdation, other than state licensing laws or state laws relsting to
plan solvency. PBMs that perform pharmasy benefits managersent
for Medicare Part D plans and Medicare Advantage plans in this
state must be appropriately Hicensed, Additionally, certain scetions
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Halding Pharmacisis and Phormacies Hormiess for PRM or Heolth Insurer Miscadonlation of w
“Rebote " or “Defined Uost Shoring”

We strongly egree with the WY O addition of 5.15.6 1o the proposed rule, which would hold g
pharmacist and pharmacy haomless if incoreect information is provided st the point-of-sale o
caleudate 3 patient's defined cost-sharing,

Toowh in 5,156

A PBM or third-party shall be responsible for calculating a coversd
individual's defined cost sharing for each prescription drug. No
PBM or third-party shall charge or deduct from & pharmscist or
pharmacy any fee, rceoupment, charge back, or other monetary
peasity, amount or adjustment due o the PBM or third-pany’s
miscaiculation of 2 rebate or defined cost sharing amount.

The inclusion of $.15.6 in the proposed rule reduces the fear among pharmacists and pharmacies
that & PEM or health nsurcr will claw back or reduce future payments for the PBM or health
wsyrer’s failure or mistake in rebate or defined cost-sharing caleulations, This is s well-foundsd
fear, a3 PBMs and health insurers can and do adjust or modify claims well afer they arg

adjedicated at the point-of-sale,

Clapifying Restrivsed Nenvork Notificoiion Process by Health Benefis Plans

The WYIPA respectfully requests clarification related to the WY O s addition of 2.3.1 in the
proposed rude W spell out when netification is required for 2 health benefit plan that restricts or

has restricted its actwork.
Towitin @31

If' a heaith benefit plan restricts pharmacy participation through a
setwork, the covered entity providing the health benefit plan shall
notify, it vaiting, oli pharmacies within the geographic coverage
area of the health benefit plan and offer those pharmacies the
cpporiunity to participate in the beslth beneflt plan's network.
Notifivation shall be provided at least 60 days prior to the effective
date of the health benefit plan’s network.

This provision could be interpreted as being triggered only by the heabth benefit plan restriciing
e network versus already having o resiricted network, I a health henefir plan has o resiricted
network and is currently operating in West Vivginia, is it required to notify pharmacies and offer
the opportunity o participate i the network? The WYIPA believes that should be required for
health henefit plans currently operating in West Virginia snd required for health benefit plans
epterig West Virginia.
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Favueend Povity Addition in Secifon 5 10

The WVIPA strongly supports the inclusion of Section $.10 in the proposed rule because it ereates
2 level playing fleld for West Virginia phanmacies.

To wit in Section 5.0 “Payment Parity. A PBM may not reimburse a pharmacy or pharmacist
tor & prescription drug or phamnacy service in 3n amount less than the amount the FBM reimbieses
itselll or one of s affiliatcs for the same prescription drug or phammacy serviee,”

Large retall pharmacies that ako own and/or operate PEMs bave an unfair advantage over
independent and other pharmacies. The inclusion of this provision assures that sl pharaacics
receive the same reimbursement.  West Virginia's independent pharmacies welcome the
consistency and wansparensy provided by these nules,

Thank you for your time and considesation. Shouid you or your staff wish 1o discuss the comments
in this Jetter, please do not hesitate 20 contact Matthew Walker, WVIPA Exeoutive Director, by
email at mati@walkerandstevens.con or by phone at (304) §34-4214.

o

..................................

W W f‘;:/
Manhew K. Walker, Exacutive Divectar
West Virginta Independent Prarmacy Assoviation West Virginis [ndependent Pharmiacy Associating
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Victor Muliine

Agsonsie Counsel

West Virginia Offices of the Insurance Comedssioner
900 Penngylvanis Ave

Charleston, WY 25303

Sune 23, 203

Fe: Comments on Proposed Rule 114-8% Regarding Pharmacy Audiiing Entities and
Pharmacy Bensfit Managers

Daar Mr, Mulins:

On behalf of the organizations represeniad on page five of this leller, we wiite (o offer our
somments on Proposed Fule 114.83 Pharmacy Auditing Entities and Phamsacy Benefit
Managers. We thank you for the opporiunity fo offer cur collsclive comments. First and foremost,
wa wish fo note our strony supgon for the rule as propossd. With this proposed rule, we balieve
tha West Virginda Offices of the Insurance Gommissioner thersinafler "WVOIL™ has capiured the
lagisiativa intend of House Bill 2363 well and accurately within the context of West Virginia Code
§33-51 af seq. Additionally, we applaud the WVRIC for slriking 2 belance betwsen patient and
pharmacy prelections and dulles and responsibilifies of pharmaoy beneft managers {(hereinafer
“FEMe) and haglth insurars operating In West Virginia,

Finally. our comments highbght parts of the propossd nile that we feel are essential 1o profecting
patiznts wha rely on prascription drugs, 3408 enfities and contractindependent pharmacies. We
wffer four specific comments on the proposed nule for your consideration.

Comment One
Defindion of "‘Rebale” in 2.24: 3408 Program Clarification

We shronaly ag
doss net nclude 3408 program discounts or payments,

To witin 2.24: "the term ‘rabale’ does not Include any discount or payment thal may be provided
i or made o any 3408 andity twough such program.”

Per the 3408 progranvs federsl regulatory agency, the Healh Rescurces & Services
Adeninistration, the program’s purpese s L] © steloh scarse foderal resources as fur as
possibie, maching more elighles patlents and providing more cornprehensive services.”’ Wast
Virginia's 3408 endifies rely on the program's savings io provide health cam senvices thal
otheradse woukd ool exist, inchuding school-based health senvices, faefoharity care to the
uriderinsurad and uninsured, discountires prescription drugs 1o the undarinsured and uninsured,
o name but @ few oxemples. H the definition of “rebate” s misconsirued, either wilfully or
unirdentionatly, & would viclale the isgisiative inlent of House 8 2283 and conflict with the fedaral

3408 siaiis.

We view this 2¢ a prosctive clarification that could resoive ambigully from 8 maior changs to the
3408 program, ¥ Congress enacis one. There have been proposals—hensiofors unsucosssiul
and not supporied by 3408 entities generally—io change the progrem to 8 rebate modesl inatesd

' Az noted on the Meaith Resouross & Sewvices Adminisiration websie: hMins feaww.brss. aovions/
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of an upfront drug discount-purchasing progrem.? We belleve that inchuding the 3408 program
charification in the “rebsde’ dafinflion would enswre the ride s valid sven fsuch a change wens o
oomar. 0 s, this would reduce administrative burdens on the YWYOIC and West Yirginia
Secretary of Siate’s Office regarding rule drafting, as well as the bgisiature In the rule approval
process. This change may aiso avert futurs complaints by 3408 antitiss and other interested

parties.

Comment Two
Frofibition of “Uther Adiustment{s)” and Discrinvinatury Behavior Against 3408 Entities

We girongly agres with WYOIC's additions i 5.7 and 5.8 of the proposed rufle that prohibit “ofher
adjustmants,” such as 3408 modifiers ard similar discriminginy practices against 3408 entitias,

including conlract and indepandent phormacias.

Towitin 8.7

For purposes of this sechion, the lerm ‘other adjustment’ inchudes
piacing any addiional reguirernents, restrictions or HANECERaa0Y
burdang upen the 3408 entity that reaulls in administrative costs or
feas to the 3408 endily that ara not placed upon other pharmacies
that do not participaie b the 3408 program, including affiiate
pharmacies of the PEM, and ficther includes but is not Bmited {o
requiring a claim for a drug 1o ihclude & modifier of be reprosessed
or resubmitied to indicate thal the dnug s 2 3408 drug.

To witin 5.8;

Fur purposes of this section, i shall be considersd g discriminatory
practics thet pravents of inlerferes with 2 patient’s choice 1o receive
drugs at g 3408 enfity if a PBM places addiflonal requirements,
restricliong or unnscessary burdens upon & 3408 entity that results
in administralive couts or fess fo the 3408 entily that are not placed
upon other pharmaches that do not parficipate in the 3408 program,
including affifiste phamacies of the PEM, and further intludes bt
iz not bmited 1o requiting a claim for 8 drug to include & mudifier or
ke reprocessed or resubmitted fo indicats that the drug is a 3408

gdrug,

Thve legisiative infent of House Bill 2263 and iis praceding lagisiation, such as the Pharmecy Audil
infegrity Act, was {0 protect pharmadcists and pharmacies broadly from egregious, bad Taith or
discriminatory behavir by FBMs and nealth insurers. The WVOID, through the proposed
lenguage in 5.7 and 3.8, gusrantess just that. Moreover, the proposed language cleardy defines
acceptable behavior on the part of PEMS arsd hesith insurers, which continually place new,
burdensormns requiremeants on 3408 entlios to undermine the 3408 program and pravent pations
from accessing prescription drugs at pharmacies of thelr choice. Cne such exampie i 3 recent
mandate by Express Soripts, Ino., one of the country's largest PBMs, to agd 8 modifier 1o 3408
clsims. This mandate serves no funalional oy legal purpose undar Waest Virginia law. inslead, #
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increases costs, crestes busywork for 3408 entities and disproporionstely affects contract
pharmacies, espacially small independent phamacies.

Somment Thres
Holding Pharmacisis and Pharmadies Harrless for & PBM or Healit Insurer Miscaloulation of &

‘Rebate” or "Dafined Cost Shaning”

We slrongly agres with WVOIC's addition of §.15.6 1o the proposed nide, which would hold e
sharmacist end pharmasy harmiess # incormao! information is provided at the point-oh-sale Io

walcuiate 3 patient's defined sost-sharing.
To wit in 5.15.8;

A PEM o third-party shall be responsible for calculsting & covered
individual's defined 2031 shating for sach prescnption druy. Mo PB&S
of third-party shall charge or dedust from 2 pharmasist or pharmacy
any f2e. recoupmeni, charge back, or other monetary penally,
amount or adusiment due 1o the FEM or thivd-panty’s misealculation
of a rebate or defined cost sharing amount.

The inclusion of 5.95.6 In the proposed rule reduces the faer among pharmaciats and phamaciss
that a PERM or health insurer will claw back or reduce fulure payments for the PBM or health
insurer’s fallurs or mistake in rebale or defined cost-shanng calculations. This is 2 welifound e
fwar, ay PBMs and health insurers can and do adjust or modify claims well afier they ars
adiudicated st the point-of-saie.

Comment Four
Clarifying Health Benefit Plan Network Reporting Obligations fo the WVOIC

We propose two modifitations to the WVOIC's addition of 6.1.3 o the proposed rule that will
snsure cerlainty aboul whal coniract terminations and antities are meguired o submit network
reporiing data.

To il In 8.1.3) Yor covered antities using PBMs for administration of phamacy benefils of fis
health benefit plans, the covarsd entily shall, upon request, provide the Commibssionar with the
number of pharmacists or pharmacies that have lerminaied thelr natwork partivipation with the

coverad entily”

This provision could be interpreted 85 only requiting dals oo pharmacists and shammagies
whoithat have terminated with the covered enfity but not the reverse {L.e., sharmadisis and
pharmasies whothat bave been terminated from the nadwork by the coversd entit). i the WAVOIC
conducts Investigations or examinations relaled o network adequacy (8.g.. per 5.12, 6.1, #f seq.
and 8.3, af seq) of the proposed nie, § will nesd to know i the sovered entity has terminated

pharmacists and pharmacies from s networks.

We aiso suggest WVOIC's proposed sdditicn of 6.1.3 require covered endities to similany disclose
the number of pharmacy services administration organizations (hereinafter *PEAJE" that have
gither twrminated their nebvork particlpation with 2 sovered entity or have hed their network
participation terminated by 3 coverad entity. PSADR contract with phammanists and pharmacias
o assist with third-party payer interaciions and other sdministrative sendces, PSACS termination
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from a nebwirk would be relevant for purposes of the proposed nsbwork adequacy reporiing
reduiremenis,

L

Again, we thank you for your ime and considaralion of our coliective commants. Should VoL Gf
other WVOIC staff wish o discuss our comments on His proposed asde, pleass do not hesitale to
coniael Joshua Austin, Polisy snd Communicailons Director st the Wes! Virginia Prirnary Cara
Association, 8 Joshuz Sustindlwyuoa.ons or at 304,400 8300

ReapecHully submitiod,

[Bas page five for signatories]
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Wast Virginia Univarsity Health Svstam

Seth L. Hammers, CED
Wfﬂ ?!n, -

Marshal Hesith

Jaffray A, Fenarty, Director of Pharmacy Services
Marshall Pharmany

Terry Cox, Exacutive Direator
Partrarms in Healh Network, ine

Katis Kaomarik, Board President
West Virginia Pharmacists Association
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e 20,2021 “© CareSource

Mr. Victor Mulling

Wast Virginie Offices of the Insurence Commissioner
808 Pennsyivariz Ave

CUhartesion, WY 28302

Suite I

Re: romments & Froposed Rule 714 CSR 39 - Pharmacy Auditing and PR

Dear Mr. Muding,

Please accept thess somments on behalf of CrreSource, We appreciate the opponiunity 10 review
and comiment on the Tille 114, Sedes 98 “Pharmacy Audii Endities and Pharmacy Benefi
Managers® legistative rule, as proposed for public eomment.

We do acknowiodge that with the pessage of Houss Bill 2263 {2021}, changes i this stalute
riust e made, However, we raspectfully have concerns on severs! Hems ncluding Defisitions,
Point of Sede Metates, and Notifications of Nebwork Partinipstion.

% §i14-88-2. Definhions.
a. Sechion 2.8 ‘Defined Cost Sharing”
Lo Aoluary: Some benaft designs alse inciude fixed sopays in sddition to or
it sy of dedusiitles or coinsurance; we wousd recommend separaaly
defiring copays,

2, §114-38-5 Resporsihiities and Probibited Acts.
8. Section 5,133

L Bredust Mensasment: inchiding the term “coinsurance”™ slongsida
“deductibles or co-payments” woild provide needad olarity 1o this
s&ition.

b. Seclons §.15{1-6)

L Banersl Bx Commants: Polnt of Sale Rebates. The bilk requives
presoviption drig rebates 1o be passed o 1o consumers at the pint of
sede., Wherever possible, health insurance provigers and their PRI
parinens use aompetitive, markei-hasesd fools to aggrassivaly negoiiate
with manufaciurers to reduss the cost of high-priced drugs. Those
savings - inchuding rebates ~ are passed on 1o 28 enrolless rmugh
beneflt mprovemenis, premium reductions and/or lower out-pipochet
costs. Reguiriog rebates 10 ba passed on o consumers st the peving of
ssie fails {0 resognize how pharmaneutical mamnudacturers actually pay
rebates (o emplayers and health plans based on g defined performance
period {8.g., quartery, annually} and typloally after drugs s Gispensed,
Recant Congrassional Budget Office analyses of 8 simitar fodsrsal
proposs! to require point-of-sale rabates in the Medicare prescription
drug coverage program {Panl D} that s new being delaved due to legal
chakenges found thal consumers would pay higher pramiums,
govemment and taxpayers would fece hinher costs, and resist i & muelt-
LRion doffar windizl for Big Pharma. Moreover, polnt-al-zale rebeies
woid only benefit consumars taking 3 Bmitad subent drugs with




W CareSource

mesningid competition rather than passing the savings on to a8l
consumers by their health plan or smployer.

Actusdel, We would like to suggest amending the lanpuags tc *..73
rediced by an amount expeciad fe be eous! io af jeast 100%..."
Achigrial We would also Bie 10 suggest the consideration of a
percentage of eror i this section, like B8%, In sogregate, s rabate
pricing may not be sxast ot point-of-sale,

Avhunnish We would sugpest sdding & section, such as: °4 poversd
mdivititial's defined oopay for sach prescripion drug saicwisied af the
point-vi-sale shall nol axceed the wice of the gresoriplion g ihat is
reduced by an smount expected io be egqus’ (o & lsast 100% of a7
aoplfcedie rebales received, or fe be recaived. In conneclion with the
dispensing o adiministration of the prescrplion drug.”

¢ Dection 5.18.5

Aciuanal We would suggest amending the language and adding “or
copay” ko this section: ° . covered individual’s defined cost sharing o
sobay by af amount grester,

3 §114-89-8. Network Adeguscy snd Reporting Reguiremants,

a. Seohien 8.1.1.
L Prodest Mangsement Wil there be forthcoming siandsrds for

mplementation of seotion 8.1.17

4. §194-35-8, Consumer Cholce for Pharmacy Benetlis.
4 Section821d

i,

Froduet Manaasmani: We bellove this section would resirict the sty to
do 2 "proforred pharmacy” typs program and could condradiot Guidanoe
from OME thet promotes velue-based ears and heldping {6 direct
mambars i3 lower costs of care, Doees section 9.2.1.4 probibit value-
based core modelsT

. Becton8.21.4

Produgt Manguement Doss section 8.2.1 g requirs parity of cost-shares
from it orgder of retall iocations? This would refse guestions an
implementation from an operstiongl standpaing,

2. Seclions 9.3.3. MNotfioatng.

L,

Renersl Bx Conmants: Notifications of Netwerk participation.  This code
reguires written of electronis notification io bensdiciaries, st requtar
infervals, of the names and localions of pharmacies in $e nebwork, Thie
nofifisaiion must be done in addition o publication of said list on the
hesskh plan's publicly avallanie website, It accordsncs wily ragudsr
business practions, 2 §st of network phormasies is readiy avallable lo
roembers on the haalth plan's website. The edditionsl reguirement of
serding written or slachonic notifination 2t mguiar intarvals, and with the
addition of sublrection of a netwerk pharmagy, causes an undue and
costly burden on the haalth plan, Addiionally, there s s to no gained
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benedlt 1o members who afraady have thelr sharmacy network available
on e health plan's webpage. Currantly, the mamber can pooess the
webpage from any focation and ot sny me. The member ginply types
in the desired location and can instantanscusly view ail network
pharmecias in thelr desired bestion perimeters. A new reguiremerns such
&6 section 5.3.3 to send updates in writing/slecironically would resull in
the hasith plar senting o furry of wiitten or elecirenic updatas that may
or migy net impact each individual member af any given iime. The
merober will bave {0 sift through each notificstion 1o identfy ¥ the update
= applicable fo them. Bach additional and unnecessary notification wil
make 1 ooy likely Fyr members fo reag notifications of snportance the
have impact on them, This requiremant creates sn UNREcesaary s
costly Burden on haalth plans 0 oraste and disseminate these updates
that will dd no valus or banefil I our mambers.

Thank you again for the opporiunily to provids feedback on the proposeg changes o this
fegislative nuis. If you have sny questions regarding any of thess suggestions, or would ke o
dissuss them further, please do nol hesitate io contact me a1 {(302) 297-4740 of by aomail
Travis.Phitipa@CareSouncs.com.

Bincerely,

Travis Phillips

Manager, Govemmaent & Regulsiory Affairs
3031 Enferprise Drive

Framkion, iKY 40601

pr SO2. 2134700 | o B02.297.4740

Travis Prilips@CaraSourne.com
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Associate Counsal

West Virginia Oifices of the Insuranse Commissioner
00 Penosybranis Avenuc

Charleston, WV 25302

Fune 29, 200
Het Comments on Proposed Rule 114-99
Dear My, Mudlins

Ui behalf of Fruth Inc, DBA Fruth Pharmacy, iis 18 West Virginia Jocations headguartered in
Foist Pleasant West Virginie, and our 293 West Virginia emplovees, I am writing 1o offer cur
comments on Proposed Hule 114-99 Pharmacy Auditing Fntities and Pharmscy Bened
Managers. Thank you for this opportumity 1o offer comments. 1n our opinion, the West Virginia
Gifiees of the Inswrance Commissioner (“WVOIC”) adhered 1o the lsgislative intent within the
pontext of West Virgini Code §33-51 o4 seg. and applind a reasonabie revulstory framewnrk,

Addinonally, we appreciale the WV CIC addressiog challenges faced by onr stores and paitents by
codifying relevant proections and spacific duties and responsibiliies of pharmacy benefit
manggers (“PBMsTY and bealth insurers opemsting ip West Viginie. Pharmacy issues are
extraerdinerily complex and importent in s of providing quality health care for patients while
also containing health care costs.  Increasing wausparency and offering addition patient
protections cstablishes West Virpinia 29 2 national lzader in this area. Fruh Pharmacy sirongly

supports the proposed rale. With these comnenis, we seek to highlight provisions of the proposed

rule and suggest modifications to further strongthen or clarify the proposed rule.

Preventing PEM Fre Shiffing and Fee oreases io Phormuciss

One purpose of House Bill 2383 snd the proposed rule is 1o cveate a rebmbursement Soor of
Pational Average Drug Acguisition Cost ("NMADAC™) plus g $10.4% dispensing fee for a
presciiption drug and phermacy service,  Fruth Phammacy belicves this i an squitabie and
reasomable eimbusement methodolopy, which i also used by West Virginds bedicaid. Froth
urges the WVIHC 10 protect the leglelative ivdent that drove this policy change by closely
monitoring PBM fees cherged to phamoscies. The underlying policy decision to codify this
cimbursernent finor sets pharmacy relmbarsement to easily acoessible and natiouslly recopmized
benchmarks/ methodelogies, It is important 1o note that while PBMs may chame fees 1o
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phamoacies, these fees should a0t be increased for the purpose of diverting pharmacy
reirnbursement doflars to PEMs. The clear intent is o reimburse pharmaeics the cost of purchasing
drugs plus 8 professional dispensing fee for services and related costs. Under 513, the provosed
rule stades that & “[a] PBM shall not engage in any praciice that . . . [dlerdves any revenus fiom s
pharmacy or insurad in eonnection with performing pharmaey b;mf s mapagement services. This
prohibition shall not prohibit a PRM from receiving deduetibles or co-pavrents.” Fruth Pharmacy
respeetivlly requests that the WVIHC closely analvze PBM foes, especially new fees or feg
increases, 1 pharmoacies in the futare.  Purther, Fruth Phamuascy proposes the infended
reimbursement foor of Mational Aversge Drug Acquisition Cost ("NADAC) phi a4 $14.49
dispensing fee for a preseripton drug aud pharmacy service ke made tlear as net reimbursement
after any fee charged by the PBMs.

FProgeiively Addressing Federol Rudings/Actioms on Employes Retivemem Income Security 401 of
POV (ERISA) and Reloted Topics in Section 1.6

Frath Pharmacy respectiolly proposes two modifications to the WVOIC s changes in Section 1.6
of the proposed rule 1o ensure the rule is evergreen and applicable if future federal cour decisions
or actions oL

To witin 1.6

Certain sections of this rele may oot applv 1o Medicare Part D plans
or Medicare Advantage plans tha offer ]}ru.ua:m on drog coverage
ag 42 LLEC, $1395w-20(bH3) and 47 1S §i355w-112g)
provide that standszrds esfablished under 42 US.C. §15395w- 101 &
seg. and 42 ULS.CL §1295w.21 of seq. shall supersede any state law
or regulntion, other than state Hoensiag laws or state Jaws relfating
plan sobvency, PBMs that perform pharmacy benefits rmansgeraesnt
for Medicare Part I3 plans and Medicare Advantage plans in this
siate must be appropriziely licensed. Additionally, certain seations
of this nils may sot be applicable 1o health benefit pians or health
plans that are subject 10 the Emplevee Retirement Income Security
Actof 1974 (ERISA)Y i the subject provision of the vale repulates a
key facer or essential part of plan adminisrration o0 design and is
preempied by ERISA. However, certain seetione of this rude that
oniy affect costs, pricing oy alter ncentives for ERIRA plans pre nov
presmpied by ERISA and are seecrdiogly applicable. PBMs that
perfonn pharmacy benefits management for ERISA plans in this
state st be appropristely Heensed, A PBM thst performs
pharmary benefit manggement for workers' compansation nsurers
or selfvinsured emplovers must be bicensed to operate in this state if
it manages prescription drug coverage for “coversd entities,” ag than
tarm 15 defined tn W, Va. Code §33-531-3 and this rule.

Fage 2 of &
CORPORATE OFFICE » 4018 OHIO RIVER RCAD « POINT PLEABANT, WV 288580 « {304) 8751812
s, rpthpharmasy cont



:;‘\.\\\:W\;\\;\\\b\\?{\\wi:\ :} \
\

L -

Wouw Naateaiown, Frmity Phwenisre

The ability of staies o regulate PRMs operating through ERISA plans i3 2 developing ares of the
law, most recemly established dwough the decision i Rurfedpe v Ph 1rmacrf‘mimi {Cure
Minagement Associntion 1ssued by the Supreme Court of the United Siaes.’ There is fikely to be
additional Htigstion during the next fve years—ithe termy of this proposed rule-—to charify this
decision, as well as other aress possibly including Medicare part D s yer clearly decided.
Therefors, the applicability secton of the proposed rule could be wiillen o sliow madmum
fexibility for the WVOID 1© regulate ERISA covered health plans and affilisted PRMs, per
avolving federal fudicial decisions or sctions.

We beliove these suggested rudifinstions susure that the rale is valid and endorcenble in the event
of future decisions. This would reduce adminisrative burdens ob the WVGHC and West Virginia
Becrsiary of State’s Office regarding rule drafiing and the Legisiature in the rulemaking process.
The changes may also avoid futire complipints by interested parties. Fruth respectfully proposes
the following modifications. with sugpesied changes i bold and underlined 1ext:

Addiionally, cenain sections of this rule sy not be apphicable w
heaith bonefit plaos or health plans that are subject 1o the Employee
Retirement Income Security Act of 1974 (ERISAY if the subjec
provision of the rule regulates & key faeet or essential part of plan
achyminisiration or design sed s preempted by ERISAL However,
certain ssctions of this rule that only affect costs, pricing, rates or
alter sncentives for ERISA plans are ool preempied by ERISA and
are accordingly applicalie. Thiz section does not Hmit the
aondicabilive of sther sections fo BRINA or Medicare Part
ulans should federally low or tndieial decisions sflord the siate
sadhoriy ie regulate,

Clarifving Restricied Network Nonification Process by Healih Benefit Plars

UThe decision in Rudedge v Pharmaceutical Care Managemam Assosiction s availabis for downivag here:
mapsdivearw sparemecowt sovioninions@0od 1 K-540 im6do.paf

Page 3 0f 6
CORPORATE OFFICE » 4018 OHIO RIVER ROAD o DOINT PLEABAMT, WV ZBEE0 » (304) 875-1512
wewwl Irgdbgsharmacy.com



Vaur Homermva, Frastly Pooeniacy

Fruth Pharmacy respectfully requests clarification related 10 the WVOIC s addition 6 ¢3 1 in the

proposed rule o spell out when notification is required for a health benefit phan that restricis or has
restocied s notwork,

Towitin 4.3.1;

If 2 health benefit plan restricw pharmacy participarion through 2
mefwork, the covered entity providing the health henefit plan shali
notify, in writing, all phaviacies within the prographic COVErREE
area of the heshh beselit plan and offer those pharmacies the
GPROItGHY 10 participaie in the bealth benefi plan’s newwork.
Notfication shall be provided =t least 80 davs prior o the affective
datg of the health benefit lan’s network.

Thiz provision could he juterpreted as being tiggered only by the healih bonefit plan resticring
its metwork versus already heving a restricted network, 14 2 health henelH plan has & rostricted
estwark and is currently opesating n West Virginis, is if required 1o notify pharmacies and offer
the opporiunity w participate in the netweork? Fruth Phanmacy believes that should be vepuired for
bealth benefit plans currently operating in West Virginia and required for health benefir plans
entering West Virginia,

Prohibition of ~Other ddiusimenits)” and Diseriminaiory Bebhavios Aguinsi 3408 Ensitier

We strongly spree with WYOIC s additions fo 5.7 snd 3.8 that preehibls “ether adiustments,” such
a3 3400 modifiers, and similar discriminatory practices against 3408 enttes, including contract
and independent pharmacies.

Towitin 37

Far purposes of this section, the farm “other sdjustment” inciudes
placing any additional requirements, restrictions or UNTRCESSATY
burdens upon the 3408 entity that results in administeative costs ar
fees 1o the 3408 entity that arc not placed upon other pharmacics
that do nev paricipaie in the 340B program, includiog affiliate
pharmacies of the PBM, and further includes but 5 st limited 1o
seguiring 8 claim for a drug 1o inelode 5 modifier or be reprocessed
or resubritted 10 indicste thar the drug s 2 3408 drug,

T witin 3.8;

Pege dof 6
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For purposes of this section, it shall be considered & discriminatory
practice thal grevents oy interferes with 8 patient’s cholce o receive
drugs at a 3408 emily if a PBM places additional requirements,
restictions of wnnecessary burdens upon i 3408 ety that results
in administative ¢osts or fees 1o the 3408 entity that are not placed
upon other pharmscies that do not participate in the 340B prograr,
mofuding afftiiate pharmacies of the PRM, and further Includes bt
5 not Himited {0 requiring a claim for 8 drug 1o include 8 modifier or
b reprovessed or resubmitied fo indicate that the drug 15 8 408
drag.

The legislative twent of House Bill 2263 and ts preveding legistation, such s the Pharmovy Sudit
Iniegrity 4ci, was to protect pharrnacists and pharmaeies broadly from egregious, bad faith or
discriminatory behavior by PBMs and health insurers. The WWOI, through the proposed
language in 5.7 and 5.8, ensures just that Moreover, the proposed lenguigs clearly defines
seceptabie bebavior on the part of PBMs and heaith insurers, which cominually placs new,
burdengome raquircmenss on 340B entities o undermine the 3408 program and prevent patients
from accessing presoription dregs st pharmacies of (heir cheice. One sueh exgmple 5 & repent
mandate by Express Scripts, Ine., one of the country’s largest PEMs, o add 2 modifier o 3468
clauns. This mandate serves no fistional or legal purpose wnder West Virginia law, Insead, i
moreases cowis. creates busywork for 3405 emtities and dispeoportionaiely sffects contract
pharmaacics, sspecially small independent pharmacies.

Definition of “"Rebaie " in 3. 24: 3208 Program Clarification
G 2 L= -’

We stropely agree with WVOICs clarification that the defialtion of “rehaie” does nof inciude
3408 program discounts or paymenis,

To wit. “the term “rebate” does not include any discount or pavment that may be providad o or
made 0 any 3408 entity through such program,”

Per the 308 pogram’s federal regolatory agency, the Heslth Resourees & Services
Adraicistration, the program’s purpose is )] 1o streich scarve federal resources as Par as
possivle, resching more eligible patients and providing more comprehensive services.”t West
Virginia’s 2408 entities rely on the program’s savings te provide health came services flist
otherwise would not exist, inluding scheol-based health services, froe/chadty care w fhe
underinsteed and wninsurad, discoun/free prescription drugs 1o the underinsured aud nninsured,
o name but a few examples. If the definition of “rebate” is misconstrued, either velifully or
pointentonally, N would viclae the legislative intent of House B3l 2263 and conflier with the
federal 3400 statute.

Vas noted on the Haalth Resowoss & Servines Administration website: hiips/faenw hrsa.oovione/.

why SRR armnany. oo
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Furtherraore, we view this as a proactive clavification that could beip reselve ambiguity from a
major change fo the 3408 program, if Copgress enacis onc. There have boen proposala—
heretofore ensuceessfil and not supporiod by 3408 entities senerglly—in change the program o
a rebate mode! instend of an upfront drug discount-purchasing propram.’ We helieve that inchuding
the 3468 program clarification In the “vebate” definition would ensuve the rule is valid even if
such g change were to oocun In sum, this woukd reduce adminisirative burdens on the WVOIC
end West Virginia Secrstary of State’s Office regardiog rule drafing/oommienting and the
fegislature in the mle approval process, This change may abso avest fiture complaint by 3408
sntitics and other interesied paciss,

Thaak you for your dme and consideration. Should vou or your 18T wish to discuss (e cormments
ek ¥.£01n or hy phone &t

PR N :
Lynhedvath, Presidenr and Chatrman

Fruth {ne, DBA Pruth Pharmacy

' Pleass see here four hackgroune:

Page 6 of 6
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dune 34, 2023

Victor Mulling, Associate Coungel

Legal Division

west Virginia Dftices of the Insurance Commissionsr
300 Pennsybvaniz Avenus

Charleston, WY 25302

Re: Proposed Rule 138CSR99, Pharmacy Auditing Entities and Pharmacy Benefit Managers

Daar Mir. Ruibing:

Pwrite today on behalf of Highmark West Virginia inc. {"Highmaerk”} to comment on the Office of the
Commissioner of Insurance’s proposed rule L1405RES, Pharnacy Auditing Entities and Pharmacy Benefit

Managers. Highmark has continuously focused on providing members with access 1o affordable

comprehensive prescription drug coverage through 8 variety of approaches in the face of ascatating drug
costs and supports effective effurts designed to lower the cost of preseription drugs, improve the safety
and health of members, and reduce fraud, waste and shuse. The eppariunity 1o comment is much

appredated, as is your consideration of the eamment belpw,

i, Title 114-39-6 Network Adeguacy and Reporting Reguirements

Proposed rule 114-95-6.5 provides that “[wlith the sxception of the guarterly report noted in
section .3 of this rube, the information and date submitted by 3 PEM under thiz saction shall be
considerad proprietary and confidential by law and privileged, and exempt fram disclosure
pursuant 1o Chapter 258 of the West Virginie Code as a “trade secret”, is not open to public
inspection, is not subject to subposna, is not subject to discovery or admissibie in evidence in
any crimingl, private oivil or administrative action and is aot subject to production pursuant io
court arder. The Comsmissioner i authorized (o use the dotuments, materials, or other
information in the furtherance of any regulstary or fegal sction brought as part of the
Commissisner's official duties.”

Highmark respactfully requests that 114-99-6.5 be revisad (o rmore closely confirm to the statute
by providing that the information and data submitted by 3 health plen or covered entity under
such section also be protecied W the same extent a5 the information ang date submitted by 2
PBAL Bection 33-31-12{f) provides that “{whith the exception of the quarierly report . .. 38 datz
and information provided by the pharmacy benefits manager, health plan, or coversd antity
pursuant to these reporting requireraents shall be considered propristary and confidential and
exempt from disclosure under the West Virginia Freedom of Information Act §268-1-3{a){1) of
this code” Propused rule 134-89-6. 2.3, 2¢ does Seetion 33-51-12{c). requires 2 health plan or
coverad entity to annuslly report specific Information (o the Commissioner. Therefore, we
respectiully ask that the referenced protections in 134-89-6.5 be extended as stated under the
randate to health plans and coverad entities,

Page lof 2



Highmark Wast Yirginia Inc. sppreciates your consigeration of the above comment and suggestion,
Please do not hesitate 1o contact me 3t linda beckman@highmark com {412-352-8105] should you have

any guestions.

Sincerely,
o - N 4
Clderel o, 757 LT T

Linga Beckman
¥F Deputy General Counsgl
Highrnark Wast Virginia inc.

Page Zof2
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However, if the Commissioner interprets these definitions differantly, and workers’®
compensation and aute insurance activities would be considered Inchuded in this rule, we make

the following comments regarding the proposed rule.

fetmbursement

As 3 worker's compensation PBM, one of the ways we achisve the goal of cost-zontaining and
clinically effective controls is to utilize the tools outlined in 85 CSB 21, One of those portant
tools is allowing for contracied reimbursement rates. We recommend including language that
atbows contracted methodologiss to reimbursement, for exampia:

R340
.28, Nothing inthis section shall praciude a PEM, carder, emglover, or any other third narty
that makes paviment for a preserintion drug o sharmacy servics from entering into ao

Responsibilities and Prohibited Acls

Workers compensation PEMs and commercial PRMs are significantly different, pleass sge the
attached document antitied, Pharmacy Benafir Monagement {PEM) Workers' Comp vs
Commerciol Heolth. Section 5 of the rule contains provisions specific to practicves in the health
msurance arena and would not be applicable, or would be in confiict with the rudes related to
workers’ compensation. For example, warkers’ compensation insurers do not have benedie
designs {5.2.3) since injured workers are entitled to any medically necessary cars reasonably
raquired to cure thelr injury or sickness. Ancther example, Injured workers are not reguived to
participate in any cost-sharing (8.4, 5.5, 5,15, 5353, 5.15.4, 5,155 & 5.15.6) Additionally, the
federal provisions related to Medicare and Medicald are not factors that are considered in the
workers' compensation system when determining reimbursement {5.7, 5.8, 5.8, & 5121 Our
reimbursement is governed by the laws and rules for workers’ compensation and aute

insurance.

Reporting

As noted in the commuents refated to section 5, there are significant differences betweesn
workers” compensation and commaercial health PBMs, Some of the reparting requirements in
134-3%-5.2 through 6.3 would not have applicability in the workers’ compensation or auto
surance systems. For example, injured workers are not requiired 10 pay & co-pay or deductible

{%.2.3¢),

it should also be noted that the workers’ compensation system has an establishad Rrocess 14
reselve disputes between pavers and providers and between injured workers and payars, We
are concerned that some of the dispute and penalty provisions of this rule could conflict with
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the workers’ compensation rules w sulsiect a payer of pharmacy banefiis in potentiat double
opardy with disputes heing pursued under both sets of rules.

Thank you for vour consideration of our commants. Fyour wterpratation is different than surg
as outhined in the Applicability section of our comments above, please advise us as so0n as
possible. ¥ you have any questions or need additional information on our business 25 2
workers' compensation and sutomoblie medical-pavment PEM, pleass feal free to contact me
#t Brian.Allen®@mitchell.com or ot 801-803-5754.

$§racere%y,

_;.w-!,

.di\ \"'f'

T Rr«aan Alben
Vice President Government Affairs



Pharmacy Be ne
Mamg@ment
Workers’ Comp vs Com

A3 states consider reguiating the PEM industry, 118 important 1 note that PBM services in the
workers” compensation industey differ greatly from PBMs providing services to commercial health
care. Some of the notable differences are:

a cG-pays, ¢

Regulated by State Agencies
State workers' comp agendies and/or state laws regulate workers’ comp PBMs
and how they deliver and bill for pharmacy care to injursd workers. An additional
reguiator may create confusion or conflict between reguiatory bodies.

ing & Fees Based on State Fee Schedules
Warkzssas e:mp FBMS dg not negotiale priting _wsth‘drug_ manuiactrers of
d:*;trsbs.m:srs excepL as :f reiates m in oSS sm;ﬁ«md -y d:ca* g
f-w EX&’??;:}I? Ma?theﬁ s ;emrmwserrent js hased on me 5*&3‘9 fop ,:,z:'hedw’e, ST
o Reimbursernent to the pharmacias in our network is ?}-pia..aﬁv 2 d:scaumed fé‘ftﬁ - .
' .:‘ﬁ'am rh? max;mwr cha ge. aimwed by t’ie fee Saheaukﬂ SR

\\\

s‘\\\\“*

Workers' comp PR ’r}'psaaily p?y etk pharmauﬂs within 3{] é(ﬁ days
ot the prescription belng processed. Addai;onaiiv many states hava pmmpt
. ? pavmem ruies for worksrs' comp claims. ‘ e

-Wofkers comp FEMs do not fharge fees ’m phdrmaueb fuf ;smcesz.sng
presggptions,

Workess' cornp PBMs have the added complexity of coverage verification,
inciuding confirming details from the insurer about the eligibility of benefits,
which medical care Is compensable and for which injuries.

L3 [ &
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Pharmacy Benefit Management
Workers' Comp vs Commercial Health

Metworks |
2 Twa{.ﬂﬁiy 90+% of the retail pfﬂarrr‘aue.; in a state arg ;miuded in & workers'
Cosueep BBM network. Workers' compensation prescriptions represant a small
3‘f :.'_smgie -digit parcentage {usualiy less than 2%} of a retail pharmagy's buameas
A such, s nperative 1o have as many pharmaces as possible witling 0
S da spense medic:atzons ta an;u:ed L) kess fcrr AKinm access 1o [k,

‘At Miichell i & ;:si*affnaa_y ie riot yet in our neiwark we‘wzifarﬂow‘them
et tifsey £an "b de by the omraﬂ mrms " :

f‘i’hws is it req ; remmnt 15, nor dm Wi: ask iur, aﬂy add;tianai
”aa:e Jeci:tatson or ficensing requgmmeﬁ i:segfonm that thev are

iaf@mwd in

We;hers LLHTH PEMS hel by isa nahnca th& cia;ms pmce:smg ar*dguaranteemg

ayment o the phafma oy foy ti_ 18 Cripotl _ 3 :
an non-compensablg ). Agam ftis Si‘ﬂp{}i’té‘nt that pharmahfe}s are abﬂe :
toade busmegs wat?* PBM: sa mgurﬁd wor ke;a; have ﬁunvem@m accebs tq) a mmi
:_,‘ghaamaay SRR e R R A O

\ Direction of Care

}\\\\. \ in most states, injured workers airsady have their choice of pharmacy unless
\\ the state workers’ comp law aliows for the direction of pharmany care. fven in

thase cases, the injured worker can wie any pharmany induded in the network

{which is typically 20+% of in-state retail pharmadies),

if & s1ate workers' comp systen allows for direction of care 1o a pharmany
network, the workers’ comp law or rules will already govern network anes LAY,
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Pharmacy Benefit Management
Workers' Comp vs Commercial Health

- Mail Order
- Workers’ comp PR do offer a mail ordes option as & convenience for home-
- bound or remaotely-located injured workers, but it must be agreed to by the
- -Injurad worker, The workers! comp PEM gdpes not and cannet reguire a matk

order option be wied, o

Step Therapy

Step therapy I uzed 1o recammend an equally effective crug or drug
seibination before moving to another drug, For axample, Duexis is $2,500 par
renth, while is component drugs Ibuprofer and famotidine) are exactly the
sarne, but cost $85 per maonth,

i

L P

o

Step therapy may be used in the workens' compensation system But it is
governed by reatment guidelines and other scienttficaily based svidence
anigue 10 the workers compensation injury and industry.
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Pharmacy Benefit Management
Workers' Comp vs Commercial Health

A Complex industry

At bitchell Prarmacy Solutions, we indude price ransparency options in our contracts and we support
price tansparency throughout the supply chain, Our rarketpiace is highly competitive and we are
constantly seeking ways 1o fowsr costs for our customers, We are subject to extensive reguiation by &
given stale's workers' compensation regulator z2nd our defivery of necessary presoription medication is
subject to that reguiation and the perfarmance axpectations of the emplovers and Insurers we serve,

In an already complex, highly regulated environnient, wie believe that adding muftiple regulatory schemas
will not benefit injured workers or provide hetter service 10 our customars, Rath ef, 1t wiilf only add a layer of
camplexity, ambiguity and cost. Not only could it add annecessary administiative costs, but it could result
in vieiations of one agency 1o satisfy the rufes of another

irithe past several years, some states have exparienced excellent results when implementing sensible
directed managed care regulations focused on providing gquality managed pharmacy care o injured
workers. This approach has proven to reduce opioid présaribing and save unnecessany costs while
rairtaining a positive experience and sutcome for injured workers,

- Mitchell helped drive a 56% feduction inunnecessary opioid prescriptions .

for Utah Workers' Comp Fund claimants. Learn Morey .

Fhis kind of proven, managed care apyroach from state workers' comp bodies defivers positive autcomes
and is the best defance against most of the fraudulent and abusive practices founed i the warkers’

camp systern, such as high-cost compound ereams, kgh-cost physician dispensing and high-cost, out-
of-state sl order selutions, These practicas plague the workers' compensation indusiry and have no
demaonstrated efficacy in improving injured worker care or keeping them safe and on the road to racovery.

Our focus is on delivering safe, effective and high-quality phamacy care. We belisve that an additiona
fayer of oversight will cause undue complexity, cost, ang lead to dedays in care. Instead, we recommend
that the focus be on solutions that have proven, positive outcomes Jor injured waorkers o they may get
back to wark, their families and Hves,

Abeout Mitchell _

Mitchell Indernational, inc. defivers sman technology solutions that stmplify and accelerate caims handling
and repair processes, driving more acnurate, consistent and cost-efective resolutions, writchel integrates .
deep industry expertise into its workflow solutions, prosdding unparalieled access to data, advanced
snalytics and decision support tools. Mitchell's romprehensive sciution portfollo and robust Saas
infrastructure connect s custamens in ways that enabdz tens of millions of slectronic transsctions 1o be
processed each month for more than 200 insurance companies, cver 20,000 coliision renair faciiities and
countless other Property & Casualy industry SUppy pariners across the Araricas and Europe. For e
inforrnation, please vishi mitchelicom - ‘

Questions?
Plgase contact Bran Allen, WP of Governmaent Affans, ot hriso.alen@mihetcom.
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July B, 2073

Wigtor Bulling, Fag,

West Virginia Dffices of the Insurance Commibisioner
904 Penrsvivania dve.

Charleston, WY 25302

RE: MATIONAL COMBMUNITY PHARMACISTS ASSOCIATION COMMENTS ON PROPOSED
AMENDMENTS TO SERIES 114.93

Erear 8r, dubling:

Thank you for the oppottunity fo provide comments on bohaif of the Nationad Lommunity
Pharmatists Associstion regarding the proposed amendments to series 134-93, “Fharmsoy
Auditing Entities and Pharmacy Benefit Mansgers.,” NCPA reprasents the interest of America’s
community pharmacists, including the owsers of more than 23,000 independent COT LY
pharmacies across the United States and 227 independant cownmunity pharmacies in West
Virginia. These West Virginis pharmacies fiffed over 13 million preseriptions last year, impacting
the fives of thousands of patients in your state.

We appragiste the West Vinginia Dffices of the Insurance Commizsionar’s (VIO sh work to adopt
regulations that will sffow the agency 1o enforce BB 2263's provisions in 8 manser congistent with

e Legislature’s intent, To eagure the proposed ndes siign with the anguage, spirlt, and intent of
HB 2263, we request the following changes be added to the proposed amendments,

Pharmasy reimbursement ransesrenoy

of amount dess than the national averase doug

acquisition cost for the pesscrintion drug or sharmacy service ai the time the drug

& pdministored or dispensed alus 8 discensing fee of 31649, The net amoent is

nclusive of all trangaciion fees. adindisadion fes, wt . and ail other

revenve passing from the sharmagy to the PBM
imisttic

HB 2263 requires that pharmary reimbursements be thed 1o o banclunark of the nationat average
drug scquisition cost {NADAL) and o dispensing fee of 510.49, and & prohibits & PBR from
engaging in any practice that imposes 3 point-of-sale fee or retroactive fee or derives revenus
from a pharmacy ov insured in connection wih performing pharmaoy benefis management
sarvices. By enacting HB 2263, the West Virginia Legisiature intended to bring transparency 1o
pharmacy reimbursements so thal insureds and insurers know how their monay is hefag spent.
By charifying that the reimbursement smount must not be less than NADAC plus $10.99 net of aiy
revenus passing from the pharmacy to the PBM, the rule would slign with the Legislaturs's intent,
and patients and insurers wif have 2 belter idea of where their heskhoare dollars sre going,
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Victor Mulling, s,
Judy 1, 2621

Fage 2

Simitarly, we ask WYIOC to monitor permissible fees that PEMS may charge 10 pharmacies snce
thase rules teke effect and are implemented. We are concerned that, without propar aversight,
PEMs will increace the number and amount of parmissibie feas. We ack that WVIDE monitor and
anaiyre these faes 1o ensure that they are not used in a rmanner that “derives revenus from a

pharmacy or insuted in connection with performing pharmacy benefits management services,” in
cantrevention of HB 2263 and the proposed rules,

ERISA apnilcabifity

1.6, Appheability. - This rule applies to pharmagy benefit managers thet perform
phammecy benefil management for coversd entivies, which may include health
benefitylans, e persens pr companies thal perform pharmacy audits, ss provided

AARRRIER LN

byrtheBharmasy-Aadithresiiv-get I Articie 81, Chaster 33, 0f the Wast Varg;ma

C@dc. (,;er:sansa a;*e;a.qns of this rule mav got goply o Medicars. Pa,r! B slany or

ohans tha offer srescrintion
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for Medicare Part D plans aod Medivars Advanmse vlans In tds stae must he
apurogriately Heensed,  Addisioneliv, cerain sections of ihis mite may ool be
ﬂpl rabde 1o health benefit clans or health plens that are sublectiio tha‘ﬁm o

Reis;emenﬁ inpoms Seowrliy Aot of 1974 ERISAH the subleet nrovision m" the

rule repulates 3 key facel or essential 35‘41“@{‘&1:3!3 adminisiration or desien and is
preemnted by BRISA, Howsver, cortain sections of this ruls that only affect costs.
wn.,sm or a!am anceaztwes for ﬂ:Ri’iA deng are ook s:s“ccmwged by ER{ SA and ane

LEEN
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We ask thet WWVIOU make this suggested change 1 provide the agenty with move Flaxibiity
regarding ERISA preemption, in Rutledye « Pharmoceutical Core Management Associotion, the
V.5 Supreme Court ruled that ERISA does not preempt states from enforcing FEM reguiatlinng
atfecting drug costs and pricing, There s oy rrently more Higation, such as Witke v, Phormocsutical
Core Manepement Assecigtion in the Bight Cirmuit Court of Appeals, to further glarify a state's
authority 1o reguiste FBMs that serve FRESA plans, It is important that the rules provide WK
with the abiiity (o adapt wo future judicial decislons and changes to federal law.



Vigtor Mulling, Esq.
Judy 3, 2021
Page 3

fappreciate vour consideration of our comments. if you have any guestions abott the informetion
contained in this letter, please do not hesitate 10 contact me at matthewinasner@nena.ors,

Sincerely,
?%W %ﬁfﬁ’% /7

Mz tthew Magner, 1D
{irectior, Sate Government Affairs



Iuly 1, 3021

Wictor Mulling

90 Pennsyivania Ave
Charlesion, WY 23347
Yictoramullinsd@hwv.gov

Re: House Bilt 2263 (2821} Amendment to Existing Rule: “Pharmacy Aunditing Eatities and
Pharmacy Benefit Managers”

Dear Insurance Commissioner Dodrill:

Consumer Action i3 apprecistive of the spportunity to comment o the proposed rale
changes and is converned sbout the high cost of prescription drugs, escaluting healthoare costs,
and lack of meaningful patient choice.” We write these comments in support Wast Virginia's
effons to lower deug prives for patients, We believe that the new law and its proposed rules
requiring disslosure of preseription drug menufacturers” rebates to phamacy benefit managers
{"PBMs"), transparency, accouniabifity, and pharmaceutical rebates to be provided 1o paticns at
the point of sale are a step in the right direction,

¥We also write these comments becanse we are convemed about the back of meaningful
paticnit choies resulting from drug manufsciurers’ use of anticoropetitive contracting practices
fat restrict patients” access o new incvative therapivs, Manufachurers with dominant
binckbuster drugs use Gnancial incentives in the form of conditional rebates fo negotiste
formulary uecess and exclude competing dregs. This contracting practice is known gs 3 rebate
wisl] or trap and resuits in petients being denfed gcoess 1o ower cost and more effieacious drugs,

The drug rebate system is broken.? Drug manufacturers provide rebates to PEMs for
preferred placernent on drug formularies, resulting in the escalation of Hst prices and sales of
bigher priced brand drugs over Jower cost brand and generic alternatives.? Because patients’ out
of packet costs as: based on list prices, they end up paying more. PBMs pass some of these
rebate dollars back to plan sponsors, but oflen keep 2 substartial portion of these savings for
thernselves.® The Jack of transparency in thic process prevents patients that are genwrating robates

Flonssmer Action i+ kading advocate for competitive markets, which besefit afl consumers by reaintaining fower

prices and promoting isnovation. H iz an advseate for competitive health care markets and for consumers and

patients who seek lower presaripsion drug prices.

* David Balto and Wayne Winegarden, Americs’s Rebate System is Broken., The Hiil, ane 23, 20321,

' Srephanis Hedi, New Evidence Shows Preseription Tirug Rebmes Flay e Role in Increasing List Prices, USE,

Februsry 11, 2020 wesilable at hivshealtiwolice st adwiardalefneveevidense-showspsessrintis

viay-g-role-in-inereasing-ls-nrigesl.

! Benjaomin Rome, Willlam Feldman, and Rishi Desai, Corselation Betwess Changes in Brand Name Drug Prices

and Patient Ut of Pocker Cows, JAMA, May 4, 2021 available at
i n/fuilantice 778342 2, sosmee=Far, The Medindunn media

LRI
aber and Winegarden, supry note Z,
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through their utilization from ever seeing the benefits of these rebates.® Even more troubling is
hos some drug manufaciurers structure these rebates in thelr contracts with PEM 16 foreciose
rival prescriprion drug competition.” The rebate wall results in patierds being denied access to
tower cost and more efficacious drugs.®

We belicve that the law and the proposed rules will fower the out-ofpocket costs of
prescription medication 1o consumcrs In the state of West Vieginia, House Bil 2263 and the
proposed rale changes require that a eovered individual's defined cost sharing for each
prescription drug be caleniated at the point-ofsale, based on a price that is reduced by an mmoun
equal 10 at least 100% of all rebates received, or to be received, in connection with the
dispensing v administration of the presoription drug. Ary rebate over and above the defined
cost sharing would then be passed on to the heaith plan to reduce premiums, Gverall, this shoold
have significant impact on lowering prescription drug costs for patients.

We alzo note that the new law and rules sould potentially help deter pharmaceutical
manufaciurers and PBMs from entering exclusionsry rebate walls, however, the proposed rules
tikely do not go far coough. The Insurance Commission should be aware of rebate walls and
consider the impact of them,

i The Current Rebate System Ix Brolesn

Pharmaceutical manufacturers pay rebates to PHMs that incentivize them to give higher
cost drugs preforred formalary placement. PRMs tend to recommend preferred status on the
formulary for therapeutically comparable brand-name drags that offer the highest rebates; this
sncourages drug manufacturers 1o focus on offering higher rebates » secure that preforred status,
As Professor Robin Feldman puts i, “the system contains odd and perverse ineontives, with the
result that higher—pricad drugs can receive more favorable health-plan voverage, channeling
patients toward more supensive drugs.”?

4. Rebate Walle Are Not Procompetitive Discounts

The rebate walf comes in many forms but what B important to understand is that i is not
4 procompetitive discount rether it is an exclusionary contracting practice limiting the ahility of
rivals from geining preferred formulary sccess or geiting on formulary st 3l A typical reba
wall oceurs when manofaciurers of Blockbuster drugs tie the rebate to volume targets, and use
retatiatory measures to chew back rebates if the PBM allows rivad druge on the formutary.”’ The
potential loss of rebates incentivizes the PBMs to prefer the blockbuster drugs over branded
drugs or generic aliernatives.' o sum, rebate walls diston the workings uf the fres rarket,

¢ Peter Sullivan, Gottlieb: Drug sebuies not benefiting sicker patients, The Hill, Mareh 6. 2019, Furmer Food and
Lrug Adwministration Commissioner Goitlish candidly stated, “sick penple aren™t supposed 1o he subsidizing the
healthy >

7 Bulto and Winegarden, suprg note 2.

B id

* Robin Feldman, Why Prescription Deug Prices Have Shyrochketed?, Washingion Post, Movember 26, 2018,

? Wadelaing Feldman & Wayns Winegarden, Want fo Lower Drug Costs” Bnd Rebaite Walls, Real Clear Health,
Aprit 5, 2024

M Sadi and Winngarden, st noie 2.
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result in higher drug prices, and reduce patients” acoess o lower-cost generic and bissimilar
ahernatives,

B, Rzebate Walls Harm Patients

The foreclosure of rival drug competition'? harras patients by increasing eosts grd
restricting patient aceess to mare effective and affordable preseription drugs.”* Dy, Wayne
Winegarden, disecior of Pacific Reseacch Institute’s (“PRE™) Center for Medical Eeonomtics and
innovation, claims that rebate walls cause patients to suffer in the form of artifivially inflated
prices which results in higher colnsurance paymenis or out of pocket expenses that are usnally s
peroentage of the dist price as well as reduced choice.' For example, Dr. Winegarden caleulates
thet ending rebate walls would save patients more than $6,000 of tagt of pocket savings for
expensive biclogies like AbbVie's Humira that run approximately $70,000 per year, '
tmportantly, rebate wails cunse patients 1o niss ot on obtaining move effective restments
socner by faving o step through older Incumbent drugs prior to using new more effective
treatments. This raises the costs for patients and heakh plans beesuse patients need fo oy older
drugs and fail before gaining secess 1o more effective and affordable treatments from the
beginning. For immunclogy drogs such as Humirs, a patient may have to be on a drug for at
Jeast 3ix months befors being able to switch to 2 more efeotive drug.

. Rebute Walls Huve Attracted the Attention of the Federsl Aptitrpst
Enforcers sod Policy Makers

While the Federal Trade Commission (“FTC™) bas not yei acted on rebate walls, the
practice is on its radar. 7 On May 28, 2021, the £TC issued & report on rebate walls to Congress
and eommitted 1o investigating exclusionary practices that “thresten to defay new entry™ and
“deny patients accese 1o competing treatments.” ™S In s teport, the FTC noted that 2 variety of

“avid Buiio, Drwg Rebate Wally Should Be Dismonfed by the FIC s Anditrngs A, Bt News, Drecember 4, 2512
wvailable st hitps/fwww siamews.com/ 281 81 2604 fe-dismantia-drig-rebate~wails/.

" Providers and pariemt groups have raised concems abovt rebate walls, Sew fod Ay Dogvies Plecide Annources
Expeesled Parien Contered Peiaciples and Jssties Call 1o Action 10 Drive Aecess and Affardability, Milfions of
Amevicans Fage Heolth feemance Coverage Barviers; F crmudary {ontracing increasingly o Concers o Pedienis
angf Doexors, November 6, 2020 (urging (MS, employers, insurers, snd other decision-mahers 1o adop! paticrs-
cenfered principles that would eliminate rehate walls) availsble at
atpsfhwenw businesswire comd WS NOIe 2020 1 1 BODNSSA Van/ Lot-by-Doetarsidecide-Ans unges-Ea

FLAA bolnt Blosimilars Workshop available at

fiving R
ttps tataregulations. gov/comemeny F LA 201 -0 §050.001 2.
" Wayne Winegarden, Tearing Down Drug Rebete Walls Would Sove Potients amd fmprove Healthears Ouicowres,
Pacific Research bnstite, Decomber %, 2000 avaitable at Https:/ivranw pacificresearch org/new-brie S waving-gownn
dpug-rebate-walis-would-save.patients- imnprove- health-carc-outoomes/,
LR ’rd‘
Y The §TC cucrently has an ongoing investigation into Johnson & Iohnson’s use of rebate walks 10 exnclude rivals
snd protect its blochbuster, Remicade. See Erio Sagonowski, Sif Bovated aboul defending Remicade firem binsimg
Naw ies wrsder FTC Bsvesrigesion, Fizrce Pharma, July 36, 2014,
H Federal Trade Commission Repart on Rebate Walls, FTC, May 38, 2021 availabic at

§ Blesidocymenisitpons/foderalaadecomm Brion-renon. ebates
it ot rebate walls adl
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stakeholders have identified rebate wall issues™ and that “the Commission is closely attuned 1o
pharmaceutical manufacturer contracting practices, including rebate stestegies.™  Both FTO
Chairwoman Rebecoa Slaughter and Commissioner Rohit Chopea issued their own statements
noting that the FTC needs o give more atiention 1o rebate walls, but that the norms! FTE
investigatory process would likely take to0 long o avoid competitive hanm in the near term. 2
And, members of both parties bave eriticized these practices, rictuding Senators Kiobuchar (D),
Biumeatlad (D0, Cornyn (R), and Grassiey (R), the ranking member of the Senate Hudsciary
Commitee.” Os July 17, 2020, the 1.8, House Committes on Appropriations inchuded
language in its report sccompanying H.R. 7688 urging "the FTC 10 pricritize investigations into
manufaciurers that erect rebate walls to block compstition from new branded therapies,
biosimilars, generies, and other innovative products.”® Both Alex Azar, former Seoretary of
Health & Human Services,™ and Senit Gotelieh, the former Food and Drug Adminisiration
Commissioner, have also rased substantial concerns over the use of rebate walls 24

8 f{f‘
 Statement of Acting Chairwoman Rebeoos Stasghier Reganding the Commission’s Repont fo Congress on Robate
Wadls, May 28, 7021 avallable st

Bty fe povisystemdiies/duocumentsonblic_stutemente 30032 etemen_of_actine chairwosia:
g the fic rebaie wall roooe o ceng f; Staierent of Commissioner Rohit Chapra Regarding the
Commission’s Heport on Pharmacy Benefit Rebatz Wally, May 78, 2021 avsilable at

e snublic stalema G082 simement, 0f comnissioner i showa

slaugine

@ Drug Pricing in Americe, A Proscription for Change, Pant 1L 8 HRG. 116-3%, February 26, 3615, st pg, §9-71
Renators Grassksy and Coryn ask questions on rebate walls availabie at

hisndwnew finance.sense gow/imaimedinddon 37143, adf.; Sesawr Kisbuchar Mews Release, Klodarhar feads
Warning thar Pharmeniiced Mergees May Theeoten Drug Competition, Increase Prices and Redyee Patiess

Aceass, Seprember 17, 2009 svailable ot fips v ki / iefindenchim/ i michag-
feads-letter- warsingd i gers-ay: threaten: du-competition-increasz-pr g

i Senatnr Kinbuchar Mews Releass, Klobuchar, Blumerthal, Cicitling,
Cifffce vo Stusdy Effects of “Rebuwe Traps ™ on Plormacentiond Frices aed
Paveny fidobue wublicrindex I /20206 A obuchar-
cHES Y

accouptabilite-ofics-:

2 FINAMCIAL 3ERYICES AN ERAL GOVERMMENT APPROPRIATIONS BILL, 2021 Sepon Iy 17, 2020, avaiiable
Bl Bites vy consresss v LG i Rt d B (AP T- 116 hrot fodf
F HHS Secretary Alex Azer Testimony to the Senate Health, Fducstion, Labor and Pensians {HELP} Comminee,
June 12, 2018 () s very mush aware that these rebate walls can prevent compatition and sew entrants inlo the
system... ¥ do vt Bike that practice. T think it's using thelr market power in ways thit are 5ot appropriate.”)
available at httpeiooww cospan.org/video MAG TS - 1 secretary-azat-testifies spreseriplion-drag-pricing-plan,
* Seatt Gottliel Des 't Give Lip o Blosimilars—Congrers Can 6iive Them o HAeest, Wall Steet Journal, August 24,
20319, Gottlied argued to “stop branded drug companies from using “rebates” 10 squelch competition from
brosimilars.. 1 there’s one situation wheos rebates are antivompetitive, it's whes they "re being used t block

st generic” Available ai By wewrslcomdaniciosdont-sive-un-on.

competition fom a Jow-onst generic.” Available af Biaswww
Irosmlarscon e ss-ran-y
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1. implomentation of the Proposed Rules Will Lewer Patient’s Crabof-pocket
Costy

Linder the cusront rebate systern, the PEMs’ and payors’ incentives are not aligned with
those of patients.” While patients taking prescription drugs for chronic Minesses generste the
maiority of mamsfaciurer rebate payments, they currently receive little or no fnancial henefis
from the rebates. ™ In fact, these rebate payments are used i offset total plan costs, not 1 offset
the sut-oi~pocket costs incurred by the patients whose prescriptions are genemstiog those
rebates.”? Patieats with preserigtion drog deductibles and coinsurance fice higher out-of-pocket
costs beesuse their coinsurancs smounts and payments within the deductible phase are based on
a drug’s list price not the net price paid by the payor.??

Encournging discounts at the point of sale will benefit petients by lewering thelr out-of-
pocket Gosts and realizing substantial savings at the pharmaey. Dirug manufacturers will now be
under mare direct serutiny sc they should be incentivized t lower list prices 10 eeflect the actual
transaciion price of drugs, with perhaps additional discounts provided openldy, at the point of
sale. Patients’ cur-ol-pocket costs should also subsequently decroase becanse thelr co-insurance
and deduetibles would now be based on a lower st price.

I Imphesmentation of the Proposed Rules Is Mot Likely to Prevent Rebate Walls

Passing on discounts to patients at the point of sale and making sure that the rebates are
passed on 10 payors will kelp address perverse incentives, inerease transparency, and fower out-
of-pocket costs 1o patients, but we de not helieve that they will lower alf the costs associated wilh
an snticompetitive rebate wall, There still may be significant consumer harm if drig
masufacturers of blockbuater drugs are still able to crploy the rebate wall sirstegy. The rebate
wall strategy does not disappear by passing on some of the rebates to tie patierd. As the rules
are currently drafied, rebates not provided w the patierd are 10 be passed on 1o the insurer to
reduce premiums. Beoause some of the rebate will still go to the health insurance plan, the
insurer will sl have peeverse incentives for it to bave e PBR negotiaie higher st prices so
they can secure higher rebates - without reyard to patient wellbeing,

If'e drug manufacturer with a blockbuster drug is st able to foreclose rival drug
corpetition through a robate wall, the PRMs will still be able 1 make formudary decisions that
are ned based on & drug’s superior efficacy and Jower price. While the intent of the ruls is 1o
wer insurange prembarms, we do not delieve the implementation of the rule witl do so. Whes
rivel drags are [oft ofF of 2 formudary, patients’ cholces are reduced, and they miss out on the
medicines that they read. In sum, patients’ health wil suffer.?® One of the st CommmMan and

% Sublivan, sipgz nots 3,
6 i

* Prowiders and patient groups have rajsed conoerms shout rebute walls, Ses A Lall i Action for Patients gnd
Providers, Lot My Dociors Becide {urging OMS, emplayers, insurers, and other decision-snakers

to adop patient-centored principles: “Prohibit contracts that use robates sngd otber voluse discoums © ban mclusion
of uther treannent options from frmalaries.”) gvailable atbi |7 1G_767de08% e 4 185a2n b 3adb03df338 a1 son
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pernicious rebate wall tactics 15 1o require that patienis “Teil frst™ on a blockhuster drug before
insurers will cover an alternative medicine. ™ A doctor canunt preseribe & medication o 2 patient
unless the drug is on the formulsry, Thus, patients are forced 1o 11y 3 drug preferred by the payor
before being approved 1o use a drug that 2 doctor would have Biked to prescribe at the owtaet, For
ceriain drugs in the immunclogy space such as Humira, a patient say have (o be on the drug for
at least six menths before being able tw switch 1o 2 more effective drug. Delaying appropriate
treatment itke this can cresw long-term problems for patients, aspecially people struggling with
degenerative or progressive diseases.”’ In the end, rebate walls raise the costs for patienis and
health plans because patients need to try older drugs and fail before gaining acorss W more
effective and affordable treatments from the beginning,

I¥., Cunclusion

Consuiners are suseently paying higher prices resy fting from the misuse of rebates in the
preseription drug supply chain that incentivizes higher Hst prices and more sxpensive drags over
Jess expensive alternatives. Patients and providers must be empowerd 10 5o longer be at the
mercy of drug menafacturers and PBMs. By requiring the pharmacoutical industry 1o provide
specific information about their pricing practices, the legislation and proposed rules should
enconrage manafacturers to reconsider thelr standard practics of setting high prices when a drug
first hits the market and then incressing those prices vear after yoar, in this senss, the Jegisiation
and proposed ryles are 2 step forward o meaningful reform.

We comain concerned that drug manufacturers with blockbuster drugs could stifl yse
rebaie walls 1o disadvantage its rivals from obtaining sccess 1o PRMs and payors’ drug
formularies. Avcordingly, we hope that the Insurance Commission consider the market realities
that rebate walls exist and how rehate walls creale barriers to more cost-effective therapies by
foreclosing their access to drug formularies. The problem I8 that the mest cost-effective products
are unlikely to be available to patients if they cannot get on a drug formulary because of 3 rebate
wall. We urge you o consider what steps you can take to monitor how rebate walls may be used

10 hare competition and patisnts.

Thank you for considering owr comments. If you have any questions regarding these
comments. plesse sontact David Ralto st david balio@deantinustlave.com.

Respeotfully submined,

Constimer Action

abso d3fabal Health Living Foundation’s conuments at the FTOFDA Joinr Blosmilan Workshop sveitable gt
hrpsthets regulgions soviconument FID 4 - 20 9 MLAAS 0001 2

M Balie and Winsgarden, supra note 2.

* Balio and Winegarden, stywo note 2,
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Victor RMuling

West Virginia insurance Commission
9400 Pennsylvania Ave

Charieston, WY 25302

Submitted via email: victor onuifins@wy.goy

fe:  Proposed Rules Affesting Pharmacy Auditing Entities and Pharmacy Benefit
Managers

Dear My, Mullins:
i. introduction

On behalf of the National Association of Chain Drug Stores (NACDS) and our member
pharmacias operating in West Virginia, we are pleased 10 have the opporiunity 1o comment
on the Insurance Commission’s {“Commission”} proposed rules to implement the provisions
of recently pessed legisiation, House Bill 2263 {"HE 22837}, and 1o address issues that have
arisen through the Insurance Commissionar's complaint process.

MACDS represents traditional drug stores, supermarkets, and mass merchants with
pharmacies. Chains operate nearly 40,000 pharmadies, and NACDS 80 chain member
companies include regiona! chains, with a minimum of four stores, and national companies,
Chains employ nearly 2 million individuals, including 155,000 pharrpaists. They fill over 3
hillion prescriptions yearly, and help patients use medicines correctly and safely, while
offering innovative services that improve patient health and healthcare affordability. NACDS
mermbers gslm mciude rgre than QE}E} suppi;ea partnera and over 70 international members

““““““““““““““

Foliowing in the wake of the Supreme Court of the United State’s critical decision in Rutledge
vs, Fhormoceutical Core Management Associotion, the passage of HB 2263 is & significant
steg in the right direction to regulste the relationship between PBMs and the pharmacies
that serve West Virginians svery day.? in alignment with that decision, we offer the following

o, 1R-540, 2020 WL 7250098 (U5 Dec, 10, 2020}

* putledge v, PORMA upheld g 2015 Avkansas’ state law that sought to regulate the relationship betwean PEMs
and pharmacias. Spacifically, the 2015 Arkansas leve {1} required PBMs 10 promptiy update thelr Maximum
Atiowable Cost {“MACY! pricing lists when a drug's pre'ra:!:r.g wholesasle cost increases by 10% or more; {7}
reguired FBMs to grant sppeals and incresse refmbursernents I a pharmacy was reimbursed below its
acguisition cost, and the pharmacy shows it could not have purchased the drug for [ess from s primary

1776 Wilson Bled s Suite 200+ Addinglon, WA 22209 ¢ 7035433007 » Far PO3.E30.48469 & waww NACT
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commaents to aid the state in s implementation and enforcement of HR 2283 against PEMs
operating in the state of West Virginia.

. MACDS Urges Clarification Among Policies

First, we urge the Commission 1o clarify 3 number of related sections of the Code of West
Virginda as you work 1o Hinalize the proposed rules, The following Code section existed prior
10 the enactment of HE 2263 and remains in the Code of West Virgings:

£33.-51-8. Regulation of pharmaoy benefit managers

(o} & pharmany berefit rmanager may onby directly or indirectly charge or
hold 2 pharmacy, a pharmacist, or a pharmacy technician respensible fora
fae related to the adjudication of a claim if:
{1} The fotal amount of the fee is identified, reported, and
specifically explained for each line Hem on the remittance advice of
the adjudicated claim; or
{2} The total amount of the fee is apparent at the point of sale and
not adjusied between the point of sale and the issuance of the
remitlance advice,

Than, the following Code sections have baen added by the enactment of HB 2263:

§33-31-8. Reguiztion of pharmacy benefit managers
£k

{13233 A pharmacy banefits manager may not:

B

{2} Engage in any practice that:

¥
{B} includes imposing a goint-of-sale fee or retroactive fee;
{emphasic added)

§33-53-3. Definitons.

Ak

“Point-ci-sale fee” means all or a portion of a drug reimbursemsnt (o &
pharmacy or other disgenser withheld at the time of adjudication of a claim
for any reason. {emphasis added)

whoizsaler; and (3} sliowed pharmacdies 1o dedline to dispanse a drug if 2 PBA's MAC is less than what the
pharmacy pald to purchase B The Courd ruled that the Arkansas law was “marely a form of cost reguiation”
and as stch, that action is not presmpiad by faderal law,
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EEE

“Hetroactive fee™ means all or a portion of a drug reimbursement (¢ 2
pharmacy or other dispenser recouped or reduced following adjudication of
a claim for any reason, except as otherwise permissible as deseribed in this
article. {emphosis added)

Read in concert, §33-51-8(}}{2HB) and §33-31-3 prohibit a pharmacy benefit manzger
{PEM) from engaging in any gractice thai indudes imposing & “point-of-sale fes,” which is
“att or & portion of 8 drug relmbursement 1o & pharmacy or other dispenser withheld at the
time of adjudication . . . for any reason,” a PBM may no longer impose fees on pharmacies
ar dispensers for any reason that would have been withheld st the time of claim

adjudication,

However, a “retroactive fes,” that is a reduction or recoupment of 3 drug reimbursement
following claim adivdication, would be sebiect to the imitations of “as otherwise permissible
as described in [Articie 33] " Consequently, we request that the Comimission Clarify what fees
would be permitted under §33-51-8{&3H1) We regquest clanfication as to how certain
contracting mechanisms, such as effective rates, are (o be assessed under this section of the
West Virginia Code?

Broadiy, we also suggest that a third subcategory under $33-53-9 could be added o limit
any other further fees, which could read as foliows:

£33-51-%. Regulztion of pharmacy benefit managers

{c} A pharmacy benefit manager may only directly or indirectly charge or
hotd a8 pharmacy, a pharmacist, or 3 pharmacy techiician responsible for a

fee related to the adjudication of 2 claim if:
#ok W

{31 The fee to adiudicate the same claims are not charsed 1o any other entity
(health plan pavar, plan sponsor, employers.

B, NACDS Urges Adoption of Proposed Rule Provisions

Turning to the specific lenguagze of the Commission’s proposed rules, we would fike 1o
highlight a number of provisions that NACDS supnorts and urges the Commission 1o adopt
a3 proposad:

#Tnatis, “The (otal amount of the Tes 15 identiflied, reported, and specifically explained for each ling item on
the remitiance agvice of the adjudicated claim.”
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§2.24 - We appreciate the Commission’s recognition that the term “rabate” does not
Include  any  discount  or  payment made through the 340B  program.

5§4.2.10 and 6.1.4 — Wa appreciate the Commission’s recognition that specific
oversight may be nesded when a PEM uses a network from another PEM or covered
antity.

§5.7 — We appraciate the Commission’s proposed oversizght of “ather adjustments”
that PBMs may attempt io impose on 3408 covered entities: we support the
Commission’s proposal to ensure that PBMs do not place additiona! requirements,
resirictions, or urmecessary burdens on 3408 entities argd thelr contract pharmacies;
and we further support the Commission’s opinion that having o include a modifier
on g claim for a 3408 drug or having to reprocess or resubmit a claim for a 3408 drug
would be z discriminatory practice that should be prohibited by the Commission.

£5.15.6 - We appreciate and support the Commission’s opinion that a pharmagy or
pharmarist should not be charged or deducted 3 fes, recouprnent, charge-back, or
any other monelary penaity, amount or adjustmerd due to a PBM s or third-party’s
riscalcaiations, and that the PBM or third party should be responsible for accurate
catcudations.

§6.1.3 ~ Due to the impacts of PBM practices on pharmacies that are contributing to
increasing numbers of pharmacies to cease operations, we support the Commission’s
proposal o require that covered entities report to the Commissioner the nurmber of
pharmacies that have termingted their network participation — such tarminations
are not only indicative of pharmacies’ going out of business but alse can provide
compelling information about patienis’ access to the pharmacies of their choice;

§8.1.5 - Due o the undue burdens that PBMs often impose on their business
partners, we appreciate and strongly support the Commissioner’s proposed
complaint process for FBM viclations of West Virginia aw or rules. We urge the
Commission to adopt the cormplaint process provisions as proposed, aspecially with
respect to the calculation of interest to the aggrieved party in the svent that an
award Is rnade, Including interest in the award should encourage PBMS io comply
with the awargd paymant obligation in F: timely manner.

§9.3.3 — With respect to the plen notification regeirements, we support the
Commission’s proposals to define and darify “reasonable means” and “regular
intervals” to help ensure that beneficiaries receive convenient and timely
information about thelr presoription medication benefits and local pharmacy access.
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+  §8.4 -We appreciate the Commission’s proposing in its rules the necessary details of
how an injured party or pharmacy may sgek injunctive relief when they have suffered
harm because of the acions or inactions of PEMSs and health plans.

B,  Lonciusion

MACDE thanks the Commission for your atiention to these timely matters, and again, for the
gpportunity to provide our perspectives on rules to implement the provisions of HB 2283, In
sehre, we trge the Commission Lo adopt the rules a5 proposed and aiso to clarify in the finai
rute the application of §33-51-9cH1} as described above § we can provide further
assisiance, pleass do not hesitale fo contast Sandra Guglian at sguckian@nacds.org,

Sincerely,

Steven €. Anderson, FASAE, IOM, CAE
Prasident and Chisf Executive Officer
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§114-9%-2.24 — Diefinitions: "Rebate™

The draft rule defines a rebate to include any pavments “that accrue to a PEM
ar its health plan chent, divectly or dndirectly, from a pharmaceutical
mamifactirer. . .associatod divectly or indirecely in any way with claims
administered on behall of a health plan client.”” PBMs are infamaous for thelr
lack of transparency and ability 10 obfuscate the sources of thelr revenus
genevation. It is no coincidence that PBMs have been able to leverage a
seemingly mnocuous position in the middle of the pharmaceutical supply chain
10 beoonie perhaps the most profitable entities involved in it As sorutiny of
PBEMs anti-competitive and harmifbl contracting practices has Increased, PBMs
have endeavored to find now means to evade serutiny and circumvent
regulation.

One of the ways that PBMs have sought to accomplish this is through the ose
of rebate aggregators. These subsidiary organizations have allowed PBMs o
obscure the true armount of rebate dollars they recsive from thele plan sponsor
olients. ™ They do so by boproperty passing rebate doflars through the
aggregator, which many plan chierds are unable o indopendently andit,

Use of these pase-through entitics could sericusly compromise West Virginia's
ability to confirm that patient cost-sharing reductions commensurate with
rebatos received in connection with the patient’s preseriprion nnder §1 14-99-
5.15 gecurgiely reflect the total rebate received by a PBM.

Luckily. the draft rule provides that rebates inelude amounts that accrue
indirectly te o PEM in any wap. Capturing information on these amounis that
PBMzs are mereasingly acoruing mdivectly vis rebate aggregators will be
important for verifying compliance, and the definition of rebate in the drafl
ratle accomplishes this purpose. As sueh, CSRO encourages the office of the
insurance commissioner o finalize the definition of rehate as writien, and
use the autherity provided by the legiclature to effectaate the provisions of
F1E4-U9.-5.15 by policy to proaciively monier the indirect collection of
rebates by PBM subsidiaries.

8114-9%9.5.18 - Hesponsibilities and Probibited Acts

¥ Emphiasic added,
hit wivew Frierie
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Patients across the coundyy face untenable out-of~pocket costs fur preseription
drugs. The use of comsurance based on the list price and not the negotiated
price of a drug 1s a large condributing factor in this problom. Under this cost=
sharing design, patients pay a percentage of a drugs Hat price, which can
arnount io thousands of dollars per dose. However, the true cost of the drug to
g health plan is almost always substantially reduced by rebates, In many cases
this can be over 30% of the drug’s Mst price. In effect, PBMs and health plaas
use patisnts’ utilization of prescription drugs 1o pocket rebate doliars while
also extracting cost-sharing arounts from these same patients that are not
commernsurate with the troe cost of the drag 1o the plan.

§114-98-5.15 requires thal PBMs and health plans reduce patient coinsurance
amaounts commensurate with 100% of rebates received by 2 PBM in
conjunetion with the administration of that patient’s claim. This provision
direstly addresses the aforementioned problem and provides direct and
smunediatie bene it o patients. TSRO sivosgly supports ity implementation.

CSRO ako strongly supports policy that establishes guidelines for the
ereation of mechanisms {0 calculate patient coinsurance amounis
counsistent with the provisions of §114-99-5 (5, CERO is aware thal in some
circumnstances the total rebate amount owed 10 a PBM or healih plan mav not
be received at or around the time of claim administration, which may create an
additional opportonity for PBMs and health plans to circumvent their
vbligations to reduce patient coinsurance amouants under §114-99.5.13, PBMs
my be incentivized to delay receipt of rebate sinounts in order to obscure their
sonpection 1o the dispenging of a particular preseription for a particular patient.
To that end, TSRO stroogly eupports the Office’s propesal to regaire the
patient’s colnsurance reduction must fully reflect the amonnt of “rebate
received, o fo be received®” The requirement 1o aconunt for future amounts to
be received when calculating a patient’s colnsurance amount should be
finalized in some form.

CBEO s symipathetic o the possibility that there may be an toability to predict
the total amount of a rebate with pinpoint accuracy af the time of olaim
sdministration due o coniractual incentives that may be based on broader
utilization beyond ¢ single clzim. As a resull, there may be some discropansy
between cost-sharing reduction at the time of claim administration and total
rebate received. In order fo ensure that coinsurance smounts are being
ealenlated in good fuith, the Office should consider implomenting
additioral reporiing reguirements that albow the department to
appropriziely monitor comphance with this seciion.

Emphasis added.
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Fhank vou for your sonsideration of these comments, I vou require additional

mformation, please do net hesitate to contact s,
Sincergly,
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&
»

e
%, -
¥ il

A

-

. .
i PR S

Madelaine Feldman, MDD, FACR
President - Coabtion of State Rhwwoatology Organizations
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July 1, 2021
ViA FLECTRONIC MAIL — victor.a.mullins@wv.gov

Victor Mulling

West Virginla Offices of the Insurance Commissioner
SO0 Pennsylvanma Avenue

Charleston, WY 25302

Her  FProposed Rule “Pharmacy Auditing Entities and Pharmacy Benefit Managers™

Dear Mr. Mulbns:

The Pharmaceutical Research and Manufaciurers of America ("PhRMA™) appreciates the
epportunity to comment on the proposed regulations published by the West Virginia Gffices of the
Insurance Conumnissioner {the “Comunissioner”™} on June 1, 2021 titded “Pharmacy Auditing
Entities and Pharmacy Benehit Managers™ (the "Proposed Rule™), implementing the roguirements
of HB 2263, which was enacted in the 2021 legiskative session {the “Act”™). PhRMA is a volundary
nonprafi organization representing the country™s lsading innovative biopharmaceutical research
gompanies, which are deveted to discovering and developing medicines that enablc patienss to live
longer, healthier, and more productive ives,

We provide below cur comments, concerns, and reconmendations with reapect to the Proposed
Rule.

PHEMA is supportive of the Act and appleuds the Conpnissioner for its prompt action in
promulgating proposed regulations to implement the important pationt protections afforded under
this law, PhEMA supports improving the stafus guo for Americans who rely on medicines.
Medicines bave revelutionized the treatment of numerous serious health conditions, saving lives,
improviog quabity of Bife, and reducing the need for hospitalization., Continued advances in
medicines are indispensable o addressing some of ocur society’s higgest health and economic
challenges. Likewise, better use of medicines, such ag improved adherence o needed treatments,
atfers the opportunity for improved results for patients and an estimated $213 biflion per year in
health care savings,! We are in a now era of medicine in which breakthrough science is
transforming patient care and erabling a3 to meore effectively treat chrondc disease, the biggest cost

PIMS Instinute for Healihcars Informatics, dveiduile Conis i US Heoltheare: the 3200 Bitlion Opporpuniny from
(i A
fing Medicines Aore Respongibiy Jun. 2013, availabls At
i g Y
e anotidianosanita, iWalleaatallenslod98296% vt




driver in our healih cane system. Diseases that once were regarded as deadly are now manageable
and even surable,

As discussed in greater detail below, PhEMA has long been concerned that heslth plans and
pharmacy benefit managers {"PHEMS”) are not making directly avaiiable to patienis the substantial
rebates and discounts that manufacturers pr@*-’ide through negotiations with plans and PBMs,
feaving patients paying deductibles and coinsurance that do not refiect the net cost of these
itherapics 16 their plan. For the reasons discussed below, we belisve that implementation of the Act
i an mportant slep to redress this fundamental inequity. In particular, Section 33-51-9(1) of the
Aet, as ioplemented by § 114-98.5.15 of the Proposed Rule, requires PBMs to caloulale a pationt’s
onst sharing at the poind of sale based on a price that is reduced by an amount equal to at least
100% of rebates® reccived, or to be received, in connection with the dispenaing or administration
of the prescription drug. Io effect, this will requive PEM3s to base cost sharing on net price {or a
good faith estimate thoreof), rather than list price. This change will help enhance patient access to
the medicines that they need o Hve healthy and productive fives.

nsyring that Potients Rene St from Bebates ot the Point of Safz

g PEMy wnd Pavers Generefly Calcwdate Cost Sharing Bosed om List Price, Which
Negatively Affects Patienis

PhRMA conmunends the state of West Virginia, and the Commissioner, for being the first in the
nation i enact and implerent legisiation eosuring that patients will benefit from rebates at the
point of sale, PhEMA has long advocsted for sharing divectly with patients ai the phanmacy counter
the 3187 bilion in rebates and discounts given by biopharmaceutical compames to the
government, issuers, plans, and PBMs.® Sharing negotiated rebates with patients is an important
stop toward improving medicine affordability and ensuring patients can access the medicines they
need.

Currently, plans and PBMs typically determine palient cost sharing at the point of sale baged on a
medicing’s Hst price without regard to manufacturer rebates, rather than the lower, discounded price
paid by the plan net of such rebates.® In reality, plans and PBMSs negotiate discounts, in the form
of rebates, on brand medicings on behalf of health plans, employers, and other payers that
substantially reduce the net price paid by the plan. On average, wmanufacturers rebate more than
4% of a medicine’s list price back to health plans, PBMs, the government, and other entitios in
the pharmaceutical supply chain.® Yet too oflen, the benefits of these manlasturer rebates are nol
directty shared with patients by plans, PBM, or other recipients,

2 Wy note that the detinition of ‘i‘ebn?a. wader Section 33-51-3 of the Act snd Section 14-93-2.24 of the Fropased Rule is broad
md wncindes any and ail payments thet acerue toa FBM or its health plan client direcily or mchrecii). We asgume thal ona de
srvice foas as definnd at 42 CER § 414802 wold not be congiderad rebates” for parposes of the A
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Compounding these issues are the growth of plans that incorporate high out-of-povket cost sharing
and deductible obligations on enrolleers. Enrollment in bigh-deductible heslth plans and use of
coinsurance for medicines has grown sharply in recent vears, increasingly exposing patients 1o
high out-of-pocket costs based on undiscounted list prices.” Further, use of deductibies and
coimsurance has mereased particulariy acutely for new medicines that represent the most
innovative therapies and ofien treat the sickest paticnts,

High cost-sharing i3 a cause for concern, as a substantial body of rescarch cioarly demonstrates
that increases in out-of-pocket costs are associated with both lower medication adherence and
increased abandonment rates, putting patients’ ability to stay on needed therapios at rish.” Bescarch
consisiently shows that patients facing high cost sharing ave less Hkely 1o initiaie or adbere to thelr
prescribed medicntion regimens. For beneficiaries with a serious iliness or mubtiple choonic
conditions, out-ol-pocket expenses for preseription medicines can easily add up to many thousands
of dollars anoually, resulting in patients with chronic or ife-threatening ifnesses such as diahetes,
schizophrenia, multiple aclerosis, and cancer walking away from the pharmacy counter witkout
Filling vital prescriptions.

For example, one published study found that where heneficiary cost sharing exceeds 8230, 71%
of mew specialty prescriptions were abandoned.® Even among patients with debilitating or life-
threatening Hlnesses, abandonment rates were alarmingly high. For exarople, more than 6 out of
14 new oneology preseriptions and more than 7 oul of 10 new antipsychotic and multiple sclerosis
prescriptions were abandoned at the phanmacy counter when their cost sharing exeeeded 3250,
These rates of medication nonadherence raise fundamental concoms about patient health and
safety, a5 woll as costs for the broader health care systen. It is well established that medication
nonadherenee is assoclated with poor clinfval sutcomes and higher overall health care costs.”

A sigmificant contributing factor to enbanced patient sut-of-pocket costs is the practice of payers
caleulating patient cost sharing and deduetibles based on list price rather than discounted or net
price. This practice can result in a plan or PBM realizing a net gain when a preseription is filled.
For exmmple, imagine a pationt enrolled in a high-deductible health plan whe takes a medication

* The share of patterst qut-ni-pocket drug spending represenied by coinsurance wore than doubled over the past 10 years in the
commercial market, while the shars accouned for by deductibles tripled. Claxton G, Fevitt L, Damicn, A Cox, O, Kaise Pamtly
Foundation, * mrmr;;r.":g High Preseription Ovug Spending for Feaple with Lmynuyw-ﬁ.‘upamwm He-’r?.‘h fmm e’ [\}u ?‘? 20153
available al savany healthen stembacker sro/mstrhiexammne-hi O3

}
IMS Inst for Heslthosre Informatics, "Emergency and Impw,r af Fharpavy Deductities. buplications for Fativeis in
Commmercial Mealth Plan™ (Sept. 2015y, Daoshi JA, Li P, Hoo H. et al “High Cosf Sharing and Specialty Drug Initintion Under
Mediegre Fary ;4 Case Study in Fattents with Newly Diaguosed Chronle Myeloid Levkemin” Amenican Jowmal of Managed
Lare. 2016;22(4 SupplE7E-886: Brot-linldberg 2, Chandra A, Handel BR, 2t sl “What Ooes 4 Dedwotible Do? The Inpane of
Cost Sharing on Healith Core Prices, (uastiies. .-md Spending Dynomics,” WBER Working Paper 21632, Oetober 2015 Raddy
MT, Cook CL, O Day K, ot al, “FHow Parleny Cosi Sharing Trends Affecs Adherence and Omtcomes” Pharmacy & Therapeuties,
2R 345-55

* Amvendzen Conssiting, “tedicors Pari £ Abandosment: Deep Dive inin Srosded Product Abandosmen,” (Mov, 2017 see alsp
Doshi, JA L LL P, Heo B, o al, “Medicare Part (2 Cosd shigring And Speciaisy Drig Pisiation i New by Diganored Chropic Myeloid
Lenkemio Pattends” Yatue in Dealthy, 201590337886 Doshy, JA, Hu, T, L P, ot al. “Specialty Tier-Leve! Cost sharing aned
Biviugic Use s the Medicars Pari 1 Initial Coverage Period among Beneficiaries with Riewmeioid Arvhritis™ Avthritis Care &
Resgarch, 2318,

* Boswell B.A. Cook (L, Burch 3P, ef i dssovining R/{o dication ddherence with fmproved Outcomes: A Susicmaotic Literaiure
Review, American Jowmal of Managed Care, 2012;4{3) 570108
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with a fist price o $408, The patient’s health plan has negotiated a 555 rebate, which nubslantially
reduces the cost to the plan. However, because the patient has not vel niet his dedustible, bis plan
does nol provide any coverags for the prescription, and the patient’s bill reflects the medication’s
tualh Hist prie‘e of $404, Deipia‘e paving nothing for this patient’s medicine, the plan still collects the
rebate, earning over 8220.7 In essence, plans and PBMa have historically “double dipped.” Mot
only do they reveive manufacturer rebates, but rathor than allowing them to be carvied forward to
patients, they also caloulate cost sharing and deducible obligations based on a list price that does
not reflect the actual cost that hag heen incurred by the plan or PBM for the drug.

instead of sharing the full benefit of discounts on the price of medications with the patient at the
pharmacy counter, plans sometimes apply nezotiated rebates to raduce premivms for sl enrollees.
Putting aside that the fraction of retained rebates that plans use toward reducing patient premiums
is not abways significant or adequate,'! this also crestes fundamental mis-incentives with respect
to plan design: 1 means that the sick are subsidizing the healthy. Ag the actuarial firs Millumag
has poimted out, the practics cesults 1o g system of “reverse insurance” where payers require sicker

patients using brand medicings with rebates to pay more cut-of- pnbk@t while rebate savings are
soread oug arnong all plan enrollees i the form of lower premiums.” Asking sicker patients with
high medicine costs t© subsidize premiums for healthier envollees is the opposiic of how health
insuranoe is infended to work. This means that patients taking medicines with large vebates are
subsidizing coverags for other beneficiaries—which s effectively a tax on the sick

5. Coleuloting Cost Shaving Based on Nel Price is Good Dolicy

As noted, PhRMA applauds West Virginia for adopting and implementiog the Act, which will
provide West Virginians with immediate and visible relief from high costs at the pharmacy couwntey
and help them batter afford the medicines they desperately need, Implementation of the Act wilt
ensure that West Virginians directly benefit from negotiated prices. Actuarial research shows the
fangible impact of caleulating patient cost sharing based orenet prive rather than list price: patients
enrolled in plans with high deductibles and coinsurance could save between $143 and 3380
annuabiv,' With the implementation of the Act, West Virginians will acoess redused cost sharing,
which — as discussed above — has been shown to increase medication adberence. And, a5 purmerous
sudies have shown, patient outcomes are signifivantly mproved when adherence to therapics is
incraased t?

Indeed, even plans and PBMs have bepun to acknowledge the clear problems created by
aaia:ulating cost sharing based on Hst price: Statemenis from the two fargest PBMs note that high

1 f‘(}ri iu‘tm-wc -:mmp}-.s cf il ﬂow ef maysRent for pres f,r;p:mn medicines aposs the supply chain, see PhRMA Press Release,
e uiww 7-‘rﬁ L)L?me "‘m\r 2037y, avatlable at: g plema-does. phrma. crg;fl eud.m file/Followsthw. DglhmRﬂpo bpde]

i Sreifivg Mare ]  Their Bmplovess, Uan 18, 2008, svaibable
’ 3.0t/ 20 1 3/0 1 i 111131}_!_ iR e than twe-thirds of emplovers
usg pobaie pm merts 1o offset overall ape udtnp, on cnu;z oists, {Bnls 1% use rebates o oifser mamber premiams, an option that
spreads the bencfi to alt employees. ™)
2 CGhad O8N ot al, “200 7 Miliisian Ft-??aa’!cer.f' Fucfex.” {May 2017}, available an
httpd e, ol liman, comyuploadedE s sfinsight/ Periodicalsmmi 20 F-milliman-medieal-indox.pdf
i
¥ Bunger A, Gomberg §, Petraske J. "Sharing Rebates May Lower Paitent Uosts aind ;..'l»et,a Hos Misimal fepact oo Premiums”
Ot 12, 20170, availasble at: btpdfervew proma.orgfreport!point-of-sale-rebatewanaly sis-in-the-commescisbanariat,
3840 Roebuck, “Medical Cost vt from Presoription Drup Ulilization among Medieare Benefiviories)” ) Manag Cars Pham.
HHAZO 63994,




deductibles for medicines put patients in a “very difficult position” angd inidicate that sharing rebate
savings dirgotly with patients is a “best practice.”’®

The following chart provides an example of how the Act will decrease patient cut-ni-povkst
expenses at the point of sale:

Table: Curvent Process versns Post-Implementation of the Act”

Conaider an iliustrative patient who takes a drug with 2 list price of 3400, The PBM hae negotiated
a 53% rebate {$220} with the manufacturer, making the not price of the medicine to the PBM £180,
The PBM is contracted to reimburse the pharmacy the full $460 Hs price of the modicine.

Co-Pay (15 | Patient pavs the pharmacy & $10 Ne change,
: {oompay Ror a drag. PBM paysthe |

: phamuacy the remaining 5390, and

reeoives $224 in rebates, ncurdng

- et cost of $370 on its portion of

D the clain,

Ceinsuranee Paticnt pays the pharmacy 8¢ Patiert pays the pharmacy $36 (28% of
{28%) eolnsurance (Z6% of 34000 PBM | SI86, which is the total price on the claim

. pays the pharmacy the remaining reduced by manufaciurer rebates pursuant |
| $320 but receives a rebate of 3220, | to the Aoty Savings of §44 for the putiens. |
| incurring 8 niet cost of $100 on its PEM pays the pharmacy the remaining 3
| portion of the claim. | 8344 and recelves a rebate of $220,
‘ ! incutring a net cest of $144 on its portion

: of the claim.

| Deduetible | Patient has $1,000 dedustible and | Patient has 1,000 deductible and has paid |
L {$1.806) i bas paid 8 wwards the deductible. | $6 towards the deductible. Patient pavs the |

{ Patierd pays ihe pharmacy the fxl] phamuacy $1R{, which is the lota! price on |
$4430. The PRA pavs the pharmacy | the claim redoced by manufacturer rebates |
Dreto, aod recelves the entire 3220 | pursuant to the Act, Savings of 3220 for
rebate from the mamsfacturer, i the patient. The PBM pave the pharroagy

: | the remaining $220, but receives 2 $220

! rebate from the manafacturer,

| Tre theve sceparios, the paifcnt : Im the coinsurance and deduciibie !
recEives rere direcf beneflt fram scenario, the patient benefits from rebates
' rebates. The PBM receives the | commgnsurals with 1he patiend’s cost :

3% Secking Alpha. Express Soripts Hnlding (TSR (4 2016 Results - Eamings Call Transcript. February 13, 2017, Sceking Alpta.
CVS Mesith {TV3) Q4 2016 Results - Earnings Tall Trassorisd, February 2, 2017,

T This tabis is irendod o pacsent & simplificd, ilusirative example demonstesting hnplementation of the Acl, Nole that the aotual
armount that a pharnsey seeelves for a drug may vary deperding on the specific simbursemsnt fornuia negotiated between the
phurmaey wnd the PEM. Pharmacies are typivally paid i Average Whelesale Prico (AW nuinuz 2 certain negotiated percentage.
That said, fer purposes of simplicity, we heve assumed a seenaric where the pharmacy s paid af the drug’s st prics.

¥ The defisition of the term “defined cost sharing” under Seetior: 33-51-3 of the At and Section §14=99-2.6 of the Fropnsed Rule
inelodes deductibles and oninsurance, but does ot include copays. Bowever, for putposes of iflusrating the full specteum of patient
cut-gi-pocket obligations before and afier the Implementation of the Act, we hoave inchuded a copay example here.
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§ enfive rrmmzfacmrw re!mm, in .&o‘mrmg é.zzrrfm r{?fm'we in ﬁm PBM,
| 3pme coses reslining o gain, | which is required in share the beaefif of
{ | ity rebotes with fhe g}{mem

o, Calculating Pattent Cest Shaping Based on Nei Price will Have Minimd ardd Monageabls
Effect on Premiums

Fescareh demonsirates that requiring PBMs to caloulate cost sharing based on net price will have
minimal and manageable impact on premiums. Actiarial research conducted by Milliman
estimates that propiums may imergase by one percent o less. !’

In fact, OptumBx recently implemented a policy requiring all vew employer plans, beginning in
2028, 1o provide discounts directly to patients at the pharmacy ®® Ascording to GptumBx, in just
two months, the program Jowered patient costs by an average of $130 por eligible preseription,
and patients’ medication adherence Improved by four w osix percent, Further, the policy
implementation led to only very “modest increases” iy prerafume, in the low-gingle digiis.

The AVETAES Sav mgs pamut*; would likely see at the pharmmasy counter would more than offset
polential incresses m premiums, and the benefit of whates would direstly accrue 1o the very
patients ptitizing the medicines on which the rebates are provided by manufacturers. Furthermore,
in the event that the amount of negotiated rebates exceeds the amount of the patient’s cost sharing
for total cost of the drag, any exeese roust be used by the plan to reduce premiums,

2. Calcalating Patient Cost Sharing Based o Netr Price b5 Enown to be Currently
Operalional

Plans and PBMs dlre(ac{y have ample experience in implementing the caleuiation of patient vost
sharing based on a price that takes into account rebates at the point of sale. Insurers and PBMs
currentiv offer point-of-sale rebate sharing to commercial clients, covering nitlions of Bves across
the country.’! The tehmical capacity to caleulate cost sharing a1 the point of sale based on net price

¥ Hunger A, Gomberg 1, Pateaske L, “Shaving Rebares May Lowsr Pationt Costs end Likely Has Minimeal Impact i Premizms™
fcL 13, 26173, avatlable 2t hitp ooy, phrma. orgdreport/ paint-of-sale-rebate-analy sis=inethe-commerciak-marked,

* Unitediloalth Group Press Rﬂ!::; se, “Suceessyid Preseription Drug Piscownt ng;am Expondds 1o Senefit More Convumers af
P(\Hf!—m‘“ S’rff? dar, 17, "OI‘F‘} AV diidbff at: hiteg: . I m/newsEra o/ 20 9201 8031 Fpure 3

Whj e Pd eE,

IHaberes l‘ﬂi‘esef;;ni;; avallabie 4l
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| betier-dinbetos-

! ’?w/-'mc: 1h°n BG r.lmn[s mvf,rmg X million members have adopied the aption of
adoptir:g paint-of which allows then to pass all or o portion of nebutes to members at the peint of sale 1o help bower
oub of pocket costs.); Unitedbealth Oroup Press Release, "Succesyfedl Pfes..: tpttew g Damo*m* Pr ﬁgmm }'vlmrr}t ‘.) Pr‘!"ﬂj.’f

r Clonstimers of Poin-gf-%ale” {Mar, 12, 2019, available at: |
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is well established ™ Moast PBMs can administer rebates af the point of sale, and have expressed a
willingness 10 do s0.” Indsed, one PBM testified o Congress that PEMs currently “administer
poid-ci-sale discounts . . . through proven, stable, secure, and highly officient sysiems that have
evolved through three decades of investment, innovation, and parthership with Key
stakeholders.™ Implementing the Act will be a matter of expanding alreadv-operationalized
pobcies to additonal plans and contracts, but will not require sweeping new infrastructure given
tndustry famnibisrity with and oxpertise in implementing point-of-sale rebates.

e, Good Faith Estimeie of Net Price is Suificrent

PhERMA alsa notes that, whiie the precise smount of rebates may not always be known at the point
of sale, PBMs bave sufficient information 1o caloulate cost sharing based upon & good faith
estimate of rebates. PhRMA belicves that a good faith estimate is sufficient and will allow for
romediaie roplementation of the Act and corresponding patient benefit. Indeed, the Commissioner
can exerciss its broad discretion in implementation of the Act to expresaly require that rebates be
hased on good faith estimates.”

In addition W requiring PBMs 10 calcelate cost sharing based upon a price that takes into account
a good fath estimate of rebates, the Commissioner could vonsider requiring the PBM o conduet
an end-of-year irue up calonlation onee the PRM has enough information to calculate actual rebates
received. In the event that the end of yesr true-up dentifics any errors that exceed a roaterial
threshold, the Commissioner could decide how best to reguire the PBM to correct the cmror.

Caleulating patient cost sharing based on 2 price that takes into account a good faith estimate of
rebates also helps to protect the confidentiality of commercially sensitive drug pricing data. This
would effectuate the intent of the West Virginie logislature, which incorporated significant
sondudentiality protestions i safeguard such commercially sensitive information.

it also 35 sound public policy for raere fundamental reasons: Maintaining the confidentiality of
such data preserves incentives for market-based corapetition. As the Federal Trade Commiission
has recognized, keeping proprictary pricing information confidential is Important to the effective

= See POMA and ARIP comment feliers subrmitied o response o OMR4182-P: Medicare Progesns; Oomract Year 201% Policy
and Technical Changes to the Medicare Advartage, Medicare Cost Plan, Medicare Pee-for-Service, the Medicare Presoription Drug
Bemne i Programs, wad the PATE Progyar (Jan, 16, 20183
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functioning of comypetitive markets.® Similarly, the empirical fiterature has amply demonsirated
g F ¥ £ P

that confidentiality of pricing arrangements is a fundamenial requirement for vigorous
negotistions, which is vital m helping to hold net prices for medicines steady ¥’

£ PEAMs Showld be Reguived 1o Certify Compliance with the Act®

PRRMA alse suggests that the Corpmissioner cequire FBMs to submit an anpual corlification, in a
forn to be determined by the Commissioner, that they have complicd with the requiremenis of the
Actrelating to calenlation of patient cost sharing. The Commissioner could consider incorporting
this certification requirement into the reporting required under Section 114-99-6.2 of the Proposed
Rule. This would be an wnportant step towards ensuring complhiance that would be mimomally
burdensome boih for the Commiasionsr and PBMs.

The Commizsioner has the authorily o audit PBMs to monitor comp}imce with the “pass through™
requirement.”’ PhRRMA BRCOUrERES the Comroissioner 0 exercise s audit authoriy to eosure that
PBMs are complying with the requirement 1o caleulate pationts” defined cost sharing net of rebates.
And, if based upon the audit the Commissioner determines that the PBM s noi 1o complance,
PhREMA encourages the Conuwnissioner to exercise its disciplinary asthority and impose penalties
as appropriate.

We also note that PBMSs may trv to evade the intent of the Act by shifling patient out-of-pocket
nbligations to copay sinuctares, and away from colnsurance mnd deductibles ¥ As discussed above,
the definition of “defined cost sharing” under Section 33-51-3 of the Act and Section | 14-9%.2.8
of the Proposed Rule includes deductible pavments and coinsurance amounts, but does not
exprossly address copays. Patient cut-ofpocket obligations are move predictable and often fower
when cost sharing shifts from sonsurance to a fixed copay, but the Commissioner should exercise
its audit apthority to monitor whether PBMs are boproperly shifling pationt out~ofepocket
obligations o unduly high copays in order to ciroumvent the requirements and the purpose of the
Act.

B, “Price Tronsoar ency ar TaI? Tederal Trade Commission (Ful. 2, 2015, availzble at:
sws-gventabl G eriveransierenov-ortni ("Toe much  tracsperency can
harm c-'nmpd;i:on in smy marked, inclnding in health cars markets. . . We are especially concerned when Information disclosures
sblow compatitors to fpure cut what thelr rivals are cherging, which dampens each ccmpehmr s incentive 1o offer a low orice.”).
2 IQV f\ fkfec!.(zw fise and égpoa" ing fiz fhe e gz&pr. 2018y, availablc at hitesd ’}_ﬂ_Q‘_.ql_?y_’_l_l},‘i_g_\_gﬂ_s_ff]]gj'___“g’_lla_i_'_
_____________________ : BT he-ugrevien-cf-201 T-outlook- .

<3 “N'., m\u 1hc\1 SO FBM. ave moved rsd using the term Grovp Puschasing Organiration {“GPO™} to desoribe their role and
their provision of services relating to rebates, Regardiess of whether an entity characterizes iself as 5 PBM or GPO, where the
entity pravides “phavinacy benefils management” services ss delined under Section 13-81-1 4 the Act and Seetion [E4-00.2 19 of
she Proposed Rule, the entity is considered a PBM for purpeses of the Act and Propessd Rule and is subject o all applicable
POgUESSICRTE,
2 Wew Virginia's proposed suditing regulations vefer 1 the rebute reduction provisions o the Aot 2x “pass-through™ reguiramarntz.
Thia nomenciatirs docs a0l appear U1 e AL, snd PREMA potes that the Axt does not operate as a liieral pass~through and instead
is comderaplated a3 a diseount on the price used w determing the amoun paid by the paticnt at the point-of-sale for deductibles or
co-insurance. in ovder 1o avoid the potential for confusion, the Commitssioner may wish fo consider revising its regulations 10 avaid
the potentislly misleading pass-through nomenclsure,
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o for Prefibigions Reloiing fo the Use of 3408 Claims

PhRMA and our mentber companies have long supported the 3408 program and the critical safety-
net role it was intended to play in our nation’s health care systero. Congress established the 3408
drug discount program nearly three decades ago to help make prescription medicines more
accessible o uninsured or vulnerable pationts treated at safery net facilities by reguiring
manuiacturers provide substantial diseounts on coverad cutpatient drags.

The 3408 law crestes an absolute prohibition on duplicate discounds, which prohibits covered
entities from purchasing a drug at 2 3408 discount that also generates a Medicaid rebate.” Despite
ihiz straightforward statylory impetative, current prevention methods are nsufficient 1o address
the duplicate discounts that persist throughout the 3408 program.™ The complications with
duplicate discounts were magnified by the expansion of Medicaid rebates to Medicaid Managed
Care Urganization (MCQO) envollees” utifization. The fack of ransparency and appropriate claims
wentification mechanisms or standards provent states and mannfactucers {rom properly apphving
payment policies. Claims modifiers also give manufactures data thar can help identify cases of
diversion, which oceurs when a eovered entity requests a 3408 discount for someone who is not
an eligible patient under the federal statute. The sharing of information via a modifier can help
ensire 3408 discounts are being properly applied and stakeholders opetaie in a compliant manner.
However, covered entitfes and contract pharmacies have refused to consistently wtilize this
voluntary standard. ™4

We do not read the statule as enabling Weat Virginia to adopt regulations that govem the use of
3408 claims modifiers, Nection 33-51-9 titled “Reguilation of Pharmacy Beocdit Managers”
prohibits certain PBM fnancial practices such as PBM fees, certain pharmacy reimbursernent
rates, and anti-3408 discriminatory practices, and Section (d) prohibits PBMs from “reimbues{ing]
the 3408 entity for phermacy-dispensed drugs af a rsie lower than that paid for the same drugs o
pharmacies similar in preseription volume that are not 3408 emtities,” and “nesexafing] any foe,
chupge-back, or other adiustimeny wpon the 3408 entity on the basiy that the 3408 ewity
participates in the program set forth in 42 UST 2565, {emphasis added).

The proposed regolation at Section 5.7 broadly defines the term “other adjustment™ to include “any
additional requirements” that result in increased costs or fees to & 3408 entity, including « 3408
clabms modifier. This interpretation of “other adjustmient” goes bevond the statutory language at
Section 33-30-%, which vefers to adjustmenis to PBM reimbursement “rates” of pharmacy-
dispensed drugs o a 3408 entity, not the identification of a 3408 claim. Mor does it make sense
for a PRM {0 “assess” 2 clatns modifier requirement on a pharmacy-— the statutory han on
“assesslimgl any foe, charge-back, or other adjustment™ on a 3408 pharmacy plainly bans 3 PBM
from imposing financial penalites on 3408 pharmasies, not from requiring that 3408 covered
entities or pharmacies use olairos medifiers, In fact, the word “modifier” (340B-apecific or not)

3 Seo 340R PHISAGMSH.
T HHS Office of the Inspecior General, “Stafe £fions 1o Evcluns 3408 Drugs from Medicaid Managed Care Rebotes,” Iune 2018,
3OS Informational Bu 5 Drplionte Disuonnts in Medioaid,” (Jan, 2620}, available ai
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does not appear anywhere 1 the entire statute goverming PBMs (“Artiele 517 Accordingly, the
statute does not support the state’s overly broad interpretation of “other adjustment™ to inchide
olatms modifiers, so this proposed regulatory probibition on requiring 3408 claims modifiers (s an
unreasonable interprefation of the statute that should be removed from the proposed regulation.

Mor doss the statute at Section 33-53-11 or elsewhere support the state’s interpretation in Section
5.8 of the proposed regulation banming the sequred uze of a 3408 claims modifier 23 a
“discriminatory practice that prevents or interferes with a pabient’s cheice to receive drugs at a
3408 entity.” Section 33-51-11 prohibifs certain PBM or health benefit plans practices that Hmit,
place conditions on, or imposs higher costs on an mdividual’s decision to choose their pharmacy
under a health plan. Proposed Scetion 5.8 refors to a2 3408 claims “madifier” as such a
“discriminatory practice” but fails to explain how a modifier would impact an individual™s choice
of pharmacy. In abmost all cases, an individual has no way of knowing whether 2 particular
pharmacy participates in the 3408 program. A PBM requirement for a claim {o be identified by
the pharmacy via a 3408 clums modifier — an electronic standard used in a digital communications
{ransaciion between PBM and pharmacy™ would not be visible to the individual and therefore,
could not hmpact or Hmit thewr choice of pharmacy. This proposed regulatory prohibition on
requiring 3408 claims modifiers does not protect individuals from any “discriminatory practice™
and i3 not supported by the statute, so the modifier prohibition should be removed from the
propased regulation.

Finally, PhRMA is conceroed that this prohibition is being added in 2 pieceneal fashion that has
broader implications on & federal drog discount program woefelly in need of modemization to
ersure i works for 3408 patients. If enacted a3 drafted, thess proposed changes have the potential
to undernine program integrity by further inereasing the risk of duplicate discounts and diversion
within the 3408 program, iterfore with contractual torms botween trading partners, and introduce
additional opagueness inte prescription claims information oritical to determining appropriate
patient cost sharing and covered entity relmburserpent. Transparency shoukd be paramount in
ensuring proper governance in the 3408 program. We respectfully request that these additions not
be adopied as proposed.

We ook forward to working with stakeholders ab the local and federal levels on holistic and
meaningful improvements (o ensure the 3408 program Is overseen and operated in 3 way that
susizins the prograro for the long-term so that patients may benefit from the discounts provided by
biophamoaceutical manufacivorers, We are commputied {6 the 3408 program and want te ensure that
urnsured and vuloerable paticnts of West Virgima benefit from manufacturer 3408 discounts on
covered cutpationt drugs,

PhRMA Supports the Progosed Siread Pricing Provision

PhRMA supports the Acl’s spread pricing provisios, as implemended in the Proposed Rulde, which
requires PBMe to offer pians the option t© purchase a prescription drug at the sarme price the PBM
pays the pharmacy for the drog and prohibits the uee of spread pricing migright when sondracting
with plans adnunistered on behalf of the state or a politica] subdivision of the state, PBMs use
spread pricing to profit off the difference between the amount they charge their plan cliente and

T




the amount they reimburse pharmacics. This can create perverse Incentives that could divestly
hart: patients,

Spread pricing practices have come onder increased scrutiny In recent years due o growing
evidence suggesting the abuse of such practives. One Ohio investigaiion deterrnined that use of
spread pricing resubted in more than $200 million per yvear m excess profit from the state to PBMs,
relative 1o what PBMs actually reimbursed (o pharmacies.™ The investigation lod Ohic to prohibit
spread pricing contracts in Medicaid mansged care plans.”” Similarly, vther states and the Centers
for Medicare & Medicald Services ("CME™) have also taken action o Lot the use of gpread
pricing by PBMs. ¥ In 2013, CMS issued new guidance addressing spraad pricing in Medicaid to
ensure PRMSs are not up-charging taxpayers.® UMS noted that states were “increasingly reporting
instances of spread pricing in Medicaid” and expressed “coneerni] that spread pricing is inflating
prescription drog costs that are bome by beneficiaries and taxpayers.” PhRMA. supports West
Virginia's efforts to combat spread pricing and weleomes this change

PREMA also supports the imposition of new reporting reguiremaents for PBMs under the Act and
Section |14-09-6 of the Proposed Rule. The Act and the Proposed Bule regoive PEMs 1o submi
zn annnal report to the Commissioner that mclodes, among other things, information on the
aggrogate amnount of rebates received by the PBM, distributed to health plans aod covered endities
that contract with the PEM, and used to decrease Pm‘:)ﬁ&‘ﬂ cost sharing at the point of sale. The Act
and the Proposed Rutle also requite PBMs to submit an annual report to the Commissioner and
plane on the difference between the amount the PBM refabursed a pharmacy and the amount the
PBM charged a plan (Lo, spread pricing information). PREMA appreciates West Viginia's
recognition that transparency eiforts should look beyorsd manufacturers and consider the role that
PBMzs and other entities play in shaping druy spending. PERMA belioves this is 3 weasonabie policy
sofution that will provide meanmnghul ansparency.

The complex set of rebates and fees involved in PBM pricing practices make it difficult for plans
10 assess whether they are fully benefitng from all price convessions that PBMs negotiate. Lack
of transparency over PBM-retained fees in contracts between issuers and FBMs has led many
igsuers to question the share of rebate savings being passed theough, how mmch the FBM 13
relaining for administrative fees, and whether the PBM is disclosing and passing on other price
copgessions, such as savings from price protection rebatee ! The Act’s PBM reporting provisions,

“Of:;'r;" "b!wifx,r:iff M w "‘aw P‘a:;,mar'y ‘s‘ﬁ!’vice“" :'Aun 2318y, available at

itor s .lgj,‘).l;’ Pﬁovmg._—} ,?pr;rff Murw’-ih :m’.e‘ :t‘(‘f\ r:;’"?i% o (re;.wu D) wigw Worth 32088 in
(3;4.3 Vém J“Jmf’ r fug. Iﬁ 20!2) .w.ﬂimlt‘ sk qzumm strr-; ‘o\um’wn,‘ ‘:ucmjr-mﬁr!}&tatwi\}”i

are aut Up-Charging Tm;*(wcm (Mcw 15, 2(_!!9} avatl .:zl'- i a-t ht{
suidance-addressimsprgad-prickmedicaidon L

________________________ Yhaimag-beng 1!?-maua\ ers—ah-r-e-?

4 Sbe e.g., Midwestern Business Group on Healtk, ~Drowing o Line ie the Sand: Emplovers Must Retiink Phavimacy Beneiit
Sreatecies,” (Sept. 2017} {discussing this phenowens in the context of smplover sponscesd bealth plans), available a6
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; a covered individuai’s defined cost sharing ameunt-in
acmrdamc, w:th 54 ><:a-;i:wn 114-99-5.15 of thisrule.”

Finally, for the reasons stated above, PhRMA urges the Commissioner (o ensare that commercially
sensitive information such as drug price information be kept confidential to the extend practicable,
beeause confidestiality preserves meentives for market-based competifion, PhEMA therefore
sirongly supports the Oommalssionar’s proposal ander Seotion 114-99-6.5 of the Proposed Rule to
make information submitied by a PBM io itz annual report proprietary and confidential, privileged,

“not open 1o public inspection, pot sublect to subpoena, vl subject to diseovery or adndssion in
evidence in any criminal, private oivii, or administrative action, and not subject o production
pursuant to court order.”

Thank you again for the opportunity to provide conwnents and feedback on the Proposed Rule.
PhRMA stands ready to be a constructive pariner in this dislogec related {0 providing affordable
aovess 1o mwedivines and boproved health cars for patiends. ?F there in additional information or
technical assistance that we can provide as thess reguiations ave frther developed, ploasc contact
Shauna Gardeer 8t sgardocu@plama ey or (8473 6585094,

sincerely,

Kipp Snider
Yice Preaident, State Advocacy

JraenCho

Joanne Chan
Aagsistant General Counsel / Head of Biate Legal Alfairs, Law

13
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commercial insurance in this manner, s a national lzader. Lower drug costs will lezd (o better medination
adherence, less sfek days, and a more engaged West Virginia workiorce and general popuiation.

We want [0 thank you again for the apportunity 10 share eur support for HB 2283 and urge you to maintain
the intent and purpoese of the legislation in the Final Legislative Rule specifically as it relates to PBR3 sharing
the rebates they receive from drug manufacturers directly with West Virginia patients and consumers ai the

pharmacy counter,

Sinceraly,

Charleston Parkinson’s Support Group

232 Capitod Street, Suile 5G0
Charlaston, WV 35301
Contact: George Manahan

pMountain Mission
1620 Seventh Avenue
Charleston, WY 25387
Contach: lohn Boberis

WY Podiatric Medical Association
200 Hampton Center, Suite B
Maorgantown, WY 26505
Contact: Dane Slaughter

WY Orthopaedic Sodiety
B0 Box 13604
Charleston, WY 25380
Contact: Bane Saughter

WY Academy of Gtodarvngology
P.C. Box 13604

Charleston, WV 25380
Centact: Diana Slaughter

Bioscience Associstion of West Virginia
£.0 Box 20065

Charleston, WY 253682

Contact: Bryan Brown

West Virginia $tate Rhaumatology Sociaty
5(35 Summers Straet

Charleston, Wy #3301

Contact: Dashia Petry

Wast Virginia Health Right
1520 Washington Street, East
Charleston, WY 25311
Contach: Angle Settie

West Virginia Association of Orthopaedic Executives
FO. Box 13604

Charleston, Wy 35339

Contack: Dianeg Slaughter
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Vietor Mulling

Associale Counseld

West Virginia Offices of the Insurance Commissionar
200 Pennsylvania Ave.

Charesion, WV 28302

Delvered vie smat

RE: PFOMA Comments on T14CER « Pharmacy Auditing Entitiss and Pharmacy Benafit
Managers

Daoar My, Muiline:

On behalf of the Pharmaceutical Care Management Association (POMA) we respactiully submit the
following comments for consideration. POMA is the national trade association for PBMs, which
adminizter presoription drug plans for more than 288 million Americans with health coverage provided
by large and small amplovers, heaith inswers, labor unions, and federal and state-sponsored health
programs. PEMs axist to make drug coverage more affordabis for plan sponsors,

During the legisiative process we shared many of the concerns oullined in our commants and wa
wardad & ensure that we made tham clear 1o your offics during the rule making process. Below |
have oullingd four key themes thal we wand o highlight with our comments and owr dedail comments
are inoduded in the altached proposed ruls.

1. As a preliminary matter, excep! for the freadom of consumer cholee provision, the application
of this law beyond fully nsured plans cannot be fixed by 8 rule promudgaied by the Ingurance
Commissionar. § the legisiature intended the law, or disorate parts of the law, i apply to seli-
funded plans {(aside from the Fesdom of consumer cholee provision), the gislature would
have amanded e controliing definitions of "covered snfity”, “health benaflt plan®, and "heaith
msurance poliny” in W Va. Code § 33.81.3. The lsgisiature faliad 10 do this. Ramoving
gxpress BRISA axemptions rom certain provisions does not omrect this issue. We do
appiaud the Insurance Commissionsr for acknowledging that certain provisions do nod apply to
heaith plans that are suldect fo BRISA. For example, our position is that the freedam of
cansumer chofne provisions are preemptad by ERISA for sel-lundad ERIBA plans. Due b
how “health benefit plan”™ and "health plan” are defined in HB 2283, many provisions of the faw
do not apply to sefffunded plans. Naither term as defined in HB 2283 includes ssi-fundead
slans. Culiined below and In our attechad comments we have highlighted arens that are still
prasmpded by ERIBA

3. B8~ Basad an the definition of PBM and the underiving definitions of tarms used in
that definition, this provigion does not apply 1o seif-funded plans.

B Boid - BOHES ~ Does not included seif-unded plans basas on the definition of health
olandheaith bensfit plan/covared individualicoverad entity

¢, 811 - 814 ~ Doss not apply to seli-undad plans.

g 624823~ Does not appdy 1o self-funded plars.

. §.3.2.8 ~ Does not apply 1o seif-funded government plans.

Fharmacsutics! Care Management Assotiation
325 7th Street, NW Sth Flooy
Washington, BC 20004

W pemanel.org
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2. The definifion section includes inconsistencias from the definitlons provided in HEB 2283 and
we request that any inconsisiencies be rectified. There are 2 few instances whers the {erms
dafined in the rule are not consisient with how thay are defined in HB 2283, the rule inciudes
ferms that are not defined in MB 2283, and some definitions are circular and unclear, for
example:

a. The proposed rule’s use of “third-party” in 5.18.1 - 5.15.6 exceeds the slatistory soope.
This termn is ol uss for this section in the undseriying aw.

b, The term "other adiustrment” is not defined in HB 2283 but is found in 5.7,

3. Thers are several areas in the proposed rule that are oulsids the stalutory authority granied by
MB 2263 and need o be removed from the rule, for example:

a. The use of “other aciusiment” in section 5.7,

b, The removal of 3408 efigibility languags in section 8.8, and

¢, Bection 5158.5 s notin HB 2283,

4. Lastly, we have major concerms with the point-of-aale (POS) rebate language and tha
reimbursement mandsts in HB 2263 and the proposed rule. We undersiand this is out of the
agency’s controf but believe this is important to note,

a. Rebsates are used by the plan sponsor o either reduce monthly premiums for gl
bensficiarias of the plan or pass them through to the beneficiades. Removing this
option will be costly 10 the plan sponsor and the bensficlaries, Addiionally, rebates are
not caloulated in real ime and are adiusted based on aciual wtilization. i will be nearly
impossible to accurately calculate all rebates 8t POS

k. Reimbursing al MADAC or WAL plus g professional dispensing fee of $10.48 will be
goslly to the cilizens and businesses in West Virginia. The reimbursement portion of
HE 2283 is estimaled to cost employers and ¢itizens 3111 million annuaily.

We appreciate vour me and consideration and hope o be a resource (o the department. The
aliachad doocumeant contains more detailed commesnis that includss a few changas for considsration.
i you should have any questions, please feel free to contact me at 202-756-8736.

Sinceareby,
WM

Michael Power
Senior Direclor, State Affairs
Pharmaceutical Care Managemsn! Association

Fharmaceutical Care Management Asseciation
325 Tih Street, MY, Sth Floor

Washingion, DC 20004

W, BCMIanel.org
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FROVIDE A BRIEF SUMMARY OF THE CONTENT OF THE BULE:

Thiz nule genarally provides a protess for livensing and reguiating pharmacy auditing entities and pharmacy
Renefit managers. i provides for defined terms that are used throughout the ruls, provides for the registration of
auditing entities and Feensing of pharmacy benefit managers, sets forth responsibilities and prohibited acls, sels
forth network adaguacy fequirements and regorting requirsments of pharmacy benafl managens 1o he
insurancs Commissionar, provides for penathies, 38 well a5 a formal prooess for an entity to saek restitution and
redmbursement, provides for examingtions of pharmacy beneflt managers by the Insurance Commissionsr, ang
s&ts 10r provisions reganding consumer chioice for pharmady benefils.

SUMMARIE IN A CLEAR AND CORCISE MANNER OONTENTS OF CHANGES IN THE BULE AND A STATEMENT OF
CIRCUMSTAMCES REQUIRING THE RULE:

The Legislaturs passed Houss Bill 2283 (20213, which updated varlous regulatory requirsments in regard o
pharmasy benefit managers. This rufe requires amendment o reflact the changes made in Houss Bi 2263, as
well a2 o cladfy concams and quastions that have arsen up since this nule was promuigated in 2020 and
andress issues that have arizen through the Insuranes Commisgionsr's consumer complialiyt procass,
Spacifically, the ruie expands upon the applicabifity section iIn regard to Medicare plane, ERISA plans, and
workars' compensation plans, adds additional defined terms from Mouse Bill 2283, finatizes the effectiva dalg of
Hoansure, which occurred sincs thiv rule was promuigaied, provides guidance on izassd netwirks, provides
acdiicnal fing reguirements for methodologies, as required by House Bif 2263, provides guidance on "other
griiustrments” being assessed apgainst 3408 entitles, sels forth pharmesy retmbursement reguirements, as
raguirad by House Bif 2263, sots forth additionsl prohibited practices, as requirad by Houss Bl 2263, providss
for point-oi-sgle rabates, 35 required by Mouse Bl 2253, sets furth addilional reporting reguirements, as
requited by House Bill 2283, sets fordh o formal procsss for restihulion and reimbursamends, snd provides for
ponsumer choine for phermacy benefits and services, 838 required by MHouse BHl 2283, The amendmenta also
rakas various stylistlo and techningt changes, snd updatas the rule’s numbering o sonfomrn with the Secretary
of Siate's requirements regarding the same.

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECORUMIC IMPACT OF THE PROPOSED
RLLE:

A ELONOMEC IMPACT O REVENLUIES OF 3TATE GOVERNMENT:

Mone anticipated sincs Bis rals was last amendsd in 2020

g, CCONOMIC IMPACT ON SPECIAL BEVERUE ACCOUNTS:

tone antivipeted since this rule was last ameanded in 2020,

£ BCONOMIC IMPACT OF THE RULE ON THE STATE OR ITh RESIDENTS:



Linkaowrn. Various stakeholder greups have oplned that that provisions of Houss B 2283 (2021},
whinh are efected in this nde, will lower the cubof-pocket costs of presoripion medication {o
consumers in this stale, espocially due to the polntofoale rebate requirsments.  However, phanmacy
benefit managers have opined that certain provisions of Houss Bilt 2263, which are reflacied in the rule

ginendments, will Increase the costs of prescrption drug coverage, gensrally.

0. FISCAL NOTE DETAIL

Effect of Pmmﬁai | o Fiscal Year
2031 {2022 Fiscal Year {Upon
increase/Decrease | Increase/Decrease Full
fuse "-"} fuse "7} implementation)
1. Estimated Total Cost

Paersanal Services

Currant Expenses

Repairs and Alterations

Assets

Revenues

£, EXPLANATION OF ABOVE ESTIMATES {INCLUDIMG LONG-RANGE EFFECT)

h/A,

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECY.

Yes
Allen R Prunty — By my signatuve, | certify that | am the person authorized to file legislative rules,

in accordance with West Virginia Code §294-3-11 and §394-3-2.
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TITLE 114
LEGIRLATIVE RULE
INRORANCE COMMESSHONER

SERIES 98

PHARMACY AUIMTENG ENTITTES AND
PHARMACY BENEFIT MANAGERS

§114-8%-%. Gensral

Scops. - The purposs of thas ruls 1 to sepleme Mhavmaey-Soudib-Integr -
the. reut\iataon ot pharmagy, anditing solites and fhammc’ bcnaﬁt MANARCTE :smi i:G pmvtde Emcwns:mp
mpartmg and agtivity sizndards for phama.&:jy benelit managers whieh tha! provide claims processing
services or ofber preserption drag or dovice services, of both, for bealth benefit plans. The rule alse
prosides registration requirements for pharmacy anditing entibies.

1.2, Amthority. ~ W Va Code §§33-51-8, 33-51-14 and 33-2-10.
1.3, Filing Date, — Fobreary-d,- 2000

o

1.5, Supset provsion. ~ Ths rale shall temamate and have no further force or offect wpon Apeit-;
HEE the exparation of five vears from ibs effective dals.

1.6, Applcability, ~ This rule applios to phammcj benufit mamagers {FEMe} that parform pharmac}r
benofit manageront For coversd cotitios, which way TE lldu hcait‘h bc&cﬁt sans, atd persons of companics
that perform phammacy audils, as provided by-the Pk i Reprity-Aet m Aciele 31 Chanter 33,
of ;h., Wesd V‘argmm Cods. Cortain %c:m{mh 4)5 ﬁ*m ruiu TN "tmt asm}v iﬁ \kdmarﬁ P:m ﬂ} plms orh \iedlhare

& .3&’5\& 1.12 ar pmv.}d;, th.it.swnddnis csidbhshﬁd undm‘ 42 U.,‘a,f,.. hi..%??‘fm 1(‘.’1 2 s‘e\m ami 44 ‘{_, S (,
$1390w- 88 2 sy shall supersede any state law or regalation, other than slate HeonaiDh laws ot staks Jaws
rolating o plan sobveney, PBMe that perform pharmacy benedits management fedicars fart D wans
and hMedicars Advandase slans in thds stale must be apwopriately Heomsed,  Addonallv, cerain sections
of thus rulo may ok bo applicable lo health benefit plang or healih plane thatare sub‘_:‘“i 1 the Emydovee
Euszﬁ}:iﬁ.m.“lfi.i“ii\;n&&m\&‘f}s{&&mfi“ﬂ o »rii liffﬁﬁﬁif* é\i 1t1lmsubsa»t ::‘ﬁ;&;;}.a“gi ﬂa mvlaw akeydeagt
o1 cesential part of vlan adims

ihis rule that ondy affmt £0818, ,; ucme or ai?.ﬁr mcmmss tﬂr ERI?:-A ;‘iaﬂs s mt\tmm:‘f!.cd bk FRIfgﬁ‘g‘s_::‘d

izc ARDEET ‘Ilﬁtv}.\ hcymsﬁ & P‘B\& thai mrfﬂrsm whaimac.‘ bﬁ‘i‘lﬁﬁ’i manavensnt fm wmixm-. mmgrmaamm

S RARAARS

insurers of aoifinswred cmulovers must be hwf‘iﬁsd o om.rats in tEus stam if 1t FAGANES § preserintion drag
coverass for “eovered onlif

$114-99-2. Definitions

21 “3408 snfity” mesns an entity participating in the federal 3408 drug disconnt program, as
deseribed in 42 UL.5.C. §256k, imcluding iis phammacy or phammacics, or any pharmacy or phammacies,
eopiracted with the pﬂﬁup.ﬁmg entity to dispense dings purchased towoush such program.

et AfHate” means 3 pharmazy. pharmacist or ybennasy techpician which, eitber divently o

indirzctly throush one of mors intermediagies;

2.1, Hap an imvestment or ownensiun intersst am 2 PEM;




Summary of Comments on
106-17436-54221-2021-06-01-14-47-59-442

Page: 4

- Mumber: 1 Author mpower  Subject; Hicky Mote Date 77172023 124250 PV

" The fw has condicting information with Fe‘\ped o e eHective dake. Providing clars wabiors thrs uoh the ris weuld be hefpiu,

Suggestion;

fanuary 1, 2022, The revisions to ex'sting law enactad through WY HB 2262 are effective for policies, contracts, plans oF agraements that
are ggi E‘.«‘E‘l‘-’-‘d execytnd, amendsd, adjusted, or renewad on or alter January 1, 2022,

. mgower  Sublect: Dater 7/71/2021 125042 PM
'vlarw provisions of s Vv s et apply 1o selffunded plans based onthe ,Icfmmor" of heaith benefit planfesitn plan in the law bocause the
definiticn of these tarms do not inciude sell-funded phans; tius ERISA preerngtion is not g issue with respect 1o those provisiorns,

Author: mpower  Sublect: Sticky Note Diates

e, However, | may e appiicadle " Seams in CONFICT win the ser

fncentives for ERISA plans are part of plan design and are preempted by ERISA. Having this language in 3 rule does st changs that fact [until
fitigated). & would be cleaner (o have this isnguage removed to avedd confusion

= Mumben 4 Autimf mpower  Subjsct Sicky Note o Darer v 202 1010 P

¥ We need 1o Do corlan Fhat The Termes as dehned m the re quiadcn are consistent with hovw the terms are defmed in the statite.
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227 Bhares commoen owaenkiy with s FBM: or

2.3 a8 an investor o ewnsshin interest holder whieh s a PEM,

R A SRR A SR SRR LR R R R R i et

Bl 2.3, “Awdiing onlity™ raoans 2 pesen or company that perforras a pharmacy sudi, including 2
rovered watity, pharmacy benofits manager, mansged sars organization, or third-party admintstrator.

Z:3: 2.4, “Covercd cutily” rucans 2 contracd holder or pobevholder providmy pharmacy benefiis o a
covered imdhidual snder 8 health irsurance poliey pursuant to a contract adminusisred by a pharmasy
benefits manager and may nclnde 2 health bonefit plan.

Zede 2.3, “Covored lndividual” means 3 member, participant, sixolloe, of benchoiary of a covered enfity
wha is provided heslth coverage by a soversd ontity, meleding 2 dependent or other person provided health
severage through the policy or contract of & covered mdavidual.

fora cwmd rﬁscnmm drus und&:r the mﬂﬂim hQﬂ.i.Eih slan.

2. 'I ’}'Iasslth hﬂﬂﬁﬁt hicm or "h:.alth £ km RN 4 ~mhcv contrac cf:,mﬁcatﬁ Or.& reeInent cni;crgg

couls (af heaii‘h CHEE BETVILSS,

Z.E. “Health cargier” means anv fnserer whe tesues a “health mrurancs poley” 25 that teom 18 defined
in W Ve, Code §33=51-7 and zootion 2.9 of fus mbs,

e 20 “Healh inswrance policy™ meane a policy, subseribor contract, certificate, or plan that provides
prescription drug coverage. The tenm inchudes both comprehensive and Bmited benefit health insurance
poigics.

e 7140, “Fosuranos (Comrnissioner” or “Commissioner” means the Tnsurance Commissioner of Wt
Virgini.

24 1 ‘*Ivi& i aiiawa@t ust”’ sneans the ner m’n‘i amoum iha‘f a FBEM reimbrrses a ;3h:irmac:3+; for

A R AR A L T A R SRR SR

ﬂ'a

2132 ‘Naticnai averape diue acifuiséfimt aovat” AL ﬂ“af.: mnmhb- survey of rofail -“hssrmas;if:s

3 2,13, “Network™ means 2 pharmacy or group of phammames that agrse to provide prescraplion
services to coversd individuals on behalf of & covered entity or group of coveresd entities in exchange for
payruont for #s servines by a pharmacy benefits rmanagey or pharmacy services admunistration orgruization.
The term includes 2 pharmasy that generally dispenses oulpationt prescripiicns o covered individeals o
dizpenses parbeslar types of preser aptmns, provides pharmacy services to parbonlar bpes of covered
individuale or dispenses preseriptions in particufsr bealih care settinge, inchuding nebworks of specialty,

rrsizbational or long-term care feilities,

+8- 2,14, “Monproprictary diug™ means a dmg containimg any guanity of any controlled substancs or
any drug which is required by any applhicabls federad or state law o be disprnsed only by preseriphon
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114CERSD

servicss, mchuding contracting with pharmacy bendlits managers on behalf of pharmasies and managing
pharmacies’ claims payments from third-party payes.

2""3 “P{:m‘(‘-g:&:ﬂaje fee:” waans aii ol *m‘tio:a of a da'ur' roimbussemen o a. charmagy or. gther
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2.24. “Febate” means any arul all pavoents that acerue fo.a FBM or its health plan clisnt directiy o
mdirscthy, from zohamuace uhbaimmufat.‘l.smn mehding, but sot lmited to, discsmmts administration feas,

AR AR AR RS B e A

credits, incentves, or ~‘€:1?;'iit1-..8 assm,mte;d damd;h or mdm:-s,‘li\ AT way. with ciams adrmmstﬁmd o,

grovasded En or mad@ ?.0 Ay ”%4033 entity throurk such g SR,

2 2‘5 ‘ﬁctmactﬁefﬁ@ R ﬁli SLA S‘Ol"ﬁfﬁﬂ tsf 4 drug mimbursmm*i {0 s oharmacy 0x other dis REAEET

..................................................................................

dmcﬂb@d iy Arts.cia Y hw}tﬁr %o of the West Vi wana Ccsde or, t}ns mls

hZ 226, “Spread pocing” mcans the moedel of proseniplion dmg pricing m which the pharmacy
henefils manager charges a covered eotity o health bonefit plan 8 contracted price fur proseriplion drogs
althouph the contracted prisc may diffor with the amount the pharmacy benefits manager pays the

pharmacist or phannasy:

248 227, “Third party™ means any insurer, health bencfit plan for employess which provides &
pharmacy benefits plan, a parfisipating public agency which provides a system of health msurance for
pubiic smployees, their dependeonts and retivess, ox any other weurer of organization that provides health
coverage, bemefits, or woverags of presoripiion druge as past of workens’ compensation inswanee in
aocordanse with stats oy Todemd lew. The teom dows nol meluede an insaeer that provides coverage under a2
policy of casualty or property msurance,

5114-9%.3. Registratins of duditing Entities.

3.1, Prior to conducting business in this siate, an suditing ontity shall maks an apphication on a foom
and 1 8 manner preseribed by the Commisgioner.

372 An initel rogistration application shall incinde the following:
Sedeie 3.7, 1. The idoriity, addross and telephons number of the apphicant;

Bedebe 1.7 2 The name, business addross and telephone numober of the contact person for the
applicany;

Bt 3.2 3. When applicable, the federal emplover identification sumber for the spplisant; and

Zebeidr 3.2.4. A nonrefimdable filing foo sufficiont to fund the Cormmissioner’s regulatory dulics in

relation to the RPharmassy-buditintspeiiv-det Article 51, Chanter 33 ofthe West Viceinia Code and this mnle.
not to erceed 51,000, which shall be sot annually by the Comamisgioner via Bulletin or Notics on or before

fuly L

3.3 A Beenscd insurer or other entity licensed by the Commissioner who condncte pharmacy audils
shali comply with the standards and procodures of the Pharmany-Audit-Intagrty-Set Anticle 31, Chagter 33
of the West Virginis Cods aud this rule, but 38 not reguired fo separalely register ag an auditing entity.

IR BRI AL

3.4. The torm of regmirabion shall be two years. However, the Commissioner may, in his or her
discretion, fix the date of expiration regarding the initinl o aystration of an audiimy entily i any manner a8

4
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is eonsidered by him or hor to bo advisable for an efficiont distaibution of the workdead of his or her offics,
mcludieg fming the date of cupirauon for the nibal registration of an anditing enttty for 2 porind less than
ar mors than dwo years,

35, Ap anditing mi‘iiy"; registration shall bo renewed overy bwo yoars on Ukisher 1 upon the
submussion of & monewal apphcation and the paymma of 8 rc:nwwai ﬁimg foo spfficient do fund the
Commissioner’s reguistory dotios w rolation o thee-Phamas o ek Ariicle 31 Charder 33 of
the Went Vaouima Code and s rule, nod 1o sxood $1, Gﬁi} whaivh &hali bau $¢i ammually by the Commussioner
via Bullctin or Notice on or befors July 1. The ronowal application foe wiil be roluroasd to the anditmg
cutity if the renowal of the rogistration Is not grantsd.

3.6, Amn avdiing wxbily's ronewal spplivation shall be on the same form as the iniai apphcation and
shall include the same ifnpmation as mquired updor subeesttor gootion 1.2 of this sesster ke

2114-99-3, Licensurs of Pharmacy Benefit Manuagers.

4.1 2 A PR shafl spply for a Beense on a form and m s

dtmr L 1L A PEM rosmtere : Rl oy s-4ixrner-i-the-siied 5
ei-this-rule-and that dsssim Ec:- &W iawfuiiv iio hllbll’leb M-PBM in thms htdlﬁ» *,ha}l :mbmxt &0
apphication for liconsns sathin-emmandh d-sffantive-dete ¢ffoctive Qoetober 1, 2020,

l.Ch u u.-n.--:--'a

4edede 41,2, The term of loensare shall be two yeam. However, the Commiseioner may, in his o
her discretion, fix the date of expiration regarding the ininal Hoonse of 3 PEM in any manner as s considered
by b or he:r to bo advisable for an efficiont dntrdwiion of the workload of bis or hor office, ncludimg
fixing the dato of cepirstion for the inttial ficcase of a PEM for 2 poood loss than or more than two years,

4.2, An toiia] Hoonsure application shall be verilied by an afficer or authoriced reprosontative of the
apphicant and shall include the following:

dedeae 4 2 1. The identity, 2ddress, and telephone number of the applicant;

Bodelse 4.2 7 The name, business zddress, and ielephone number of the contact person for the
applicant;

Ao 42,3, Whon applicable, the federal emplover identification number for the apphoant;

At 4 2 4. A nanr-:,fundahie filinp fe:e sufficicnt to fund the Gammxsﬂmner 8 rcg!ﬂamry unhcs m

relation o theb CEED 3 " .
ned i exosed 3:.-11} DDD whad‘i ‘-hdﬁ he} sef ;mmsdﬂv by ﬂzc, Commm,smnervu Bullstm or M nhw oW G bﬁfor:‘:

duly &

del:- 4.2 55, A cash or surety bond Bssued by a corporate surety authorized to issuo sursly
baonds in the State of West Virginia,

S £.2.5. b, An trovoeable letier of credi;

J.g, Secuwriiss with @ mmuomurm value of %1 mllon

%

~

424 4,254 A writlen parental guarantes; or
3
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ded: 4.2 5. One million dollars in working capital andfor surplos as reflscied i zudited
Financeal statements submitied to the Conunumsioner;

b 42,7, A bst of the usmos, addremos and official positions of the pemens who ame o be
responsible for the condued of the affairs of the FEM applicant, including alf members of the board of the
dirsctors, board of lmsteos, ceecubive conunittes, or other gm’ammu board or comptice, the principal

officors in the case of a corporation, and the pariners or mombers in the case of a parinership or assagiztion,

dde 4.2.8. A copy of the basic organwational document of the PBM, such 2s the articles of
woorporation, articles of association, pavinership apreement, trust agrosmeont or other applicable
docaments, and all amendm ents thereto,

a‘ppmpxmtf: m‘ms mwrpuamd by wfmmcﬂ wi}i&h li uses for wﬂh anls cit.i,a*ar:-ii frizie) b}a {he PBM m.th
pharmacists, pharmacics or pharmacy sorvicss adminisirative preanizations m this state in adminisiration
of pharmacy benefits for covered antities, for the puspose of ensering thet such conivacts comply with
W, Va. Code §33-3 14, Ifa PBM leases or othorwing usgs. of anticipaies us;m A nctwork from snothor
PBAd or covered sntity, the PBM sesldus Hocnsure must submit 3 copy of the cootract thet 2 bay, or
anticingies having, with the other Hecnsod PBM or covered snthiv,

dedde 4.2 11 A copy of the most recent year-end andited financial statoment of the PBA, which
may be 3 convolidated audited fmancial statement H applicables;

424 4.2, 15, A description of the projectsd population or numbers of covered imbividuals to be
admimistered by the PBM in this state oo an aonual basie for all covercd entities with whom the PBEM has
contracted, and, if apphicable, the population or aumbors of covered mdividuals administored by the PRI
in the previous vesr for cach covered amtity;

e .2.13. A network repott deseribing the PBM s network service areas by ooty in this state
for a coversd entity and the FBM's phasmacy provider direntory List for a covered eniity,

dudame 4.2 14 I the PERM s cogaged m spread pricing for 2 coverad entity, an explanation regarding
whether or mot the FEM = assuming risk Yor the coverad benefit, and how, for payment of the coversd
prescription boncfits of hoalth insurances policics;

4 4215 A statement of whether the apphoant bas been refsed 2 rogisteation, Heense or
cortificalion to act as (or provide the services ofy & PBM or thed parly sdmanistrater, has any registration,
Heonss o cortificstion to act 23 snch boon donded, suspended, revolked or nonaenewed for any reason by
amy siate or foderal entity, or has been sanctioned, fined, or penahized for any ressen by any stats or faderal
ity

ddae 4.7 18 A deseription of whether the applicant had 2 business relationship with an insurance
company lermunated for any logal finding or padgament of fravdnleont or ilegal activities m commechion with
the admunizheation of 2 pharmany booefis plan; sad

4 .3, 17, Anv and 28 methodelosien wialized by a PEM i comection with rambursenent shall be

AannAAsA? Ay

filed a1 miiial bocnmure and 38 repmbur et methedologies ranst comply with the T8y srements set forth

_______________________________________________ p
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Murriber: 1 Auther mpower  Subject: Sticky Note Date: 77172027 10230 PM

The statute clearly sets reiinbursement #t NADAT plus o $104Y professicnal dispensing fes or WAL when NADAL i not available, The
faw eszerdially mandates the methodology. We are concerned that this could be read to require reporting of additionad methodologis:
not mandatad by aw,
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m-ﬁﬂmdﬂlmim wers reg mr:d o be ﬁle:\ a PEK{ ﬂhaﬁ filc‘: By and alf mfﬁ;hadnlmius utihzﬁd by g PEBMin
conngetion with seinebursement ai Hs first ronewal after Japmary 1 2022, A PEM shall refile any and all

muthodelogies utilized in commection with retmburssment al any time thereafier that 2 methodologs s
chansed by the TEM for use in determinine mazimum sHowable gost an “aals_.. The methodolosies ars

confidential and exemnt from disclosure under the Wert Vircima Fracdom of intemation Act. W, Va. Code

9B~ 1-dia 1) and

Sideer 4.2, 18, Any other mformstion whick 1s deomed necessary by the Commissioner s.,vaiuaeling

the application to somply 1?1&%@?%&%%%&&6@&&%@% Article 31, Chavier 23 of the West Virgings

Codg or roguirements of s ruls of doomed recvssary or sppropriate by the Comissionss ko setablizh the
qualifications of the PEM to hold 5 license.

4.3. Review and Approval Procoss. — For initial licensure applications, npon receipt of 2 complete
apphication for items roguired wndor subseetesn sociion 4.2 of this seskiss e, the Commissivne shall
revisw the application and within 50 days:

oot 4,3, 1. Approve the application and issus the applicant 2 PEM license,

dodicdae 4.3 2. Muotify the applicant in writing that the application Is incomplets and that additional
nformation is necded fo complote the rovicw of the applicstion. If the missing or nocsssary information is
not received within 3¢ days from the date of the nstification, the Commnussioner shall deny the apphication
unless gond canse 5 shown, o7

432, 4.3.3, Dony the application. ~ Hithe Commissionsr determings that the PRM applicant does
not meet the reguiremenis for Heemmure, the Commissioner shall:

A3t 43,32, Frovide written notics to the PBM applicant that the apphcation has besn
denied stating or suplaining the basis of the denial; and

dedrandty 4.3, 3.0, Advise the PBM applicant that a reguest for a headag may bo filed with the
Commissioner in accordance with W, Va. Code §33-2-13.

4.4, Remewal, == APBM Hoense shall berenewed avery twa vears on Oetober 1. A renewal application
shall be deeroed approved by the Commissioner after 43 days from the date of the reseipt of the rencwal
application by the Commssiongr, videss approved or denied by the Coranussioner duning that tune period.

dodae 4.4 1 A ronowal appication shall be accompanicd by the following:

Gefbged- 4.4 12, A veuswal fifing foo sufficient to fund fhe Coranssionsr s repulatory duties
1 relation to thethermesy-Audit-lnteprity-Aet Article 33, Chapler 33 of the West Vizsinis Cods and thes
e, not o exceed $HL0G0 which shall be sel anmsually by the Commuissioner via Bailetin or Notice on or
bofors July 1,

Aot £ 4.1 b A copy of the most recent vear-ond sudited financinl statement of the PHM,
which may be 2 consolidaied franeial staloment, if applicable;

oty 4.4 L&, Ewidenes of financial responsibility i the amount of £1 million as stated tn
prabdvision- 4.3 5 of ihis seshes i

bAoorie

from the date uf zls mast rsewnt lw*na&c :-md
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fbgfe. 4. 4 1o Any other information which s desmed necesaary by the Commiesionsr in
evaluating the renewal appication o establish the contuming qualifications of the PREM {o hold a Heense,

44 4,42, The Commissioner may require additional mformation ar submissions from an
apphcant and may obtain any documents or information reasomably necossary to vendy the mfpumation in
the renewal application.

dodee 443 For disapprovals or dentals of a ropewal beensure by the Comrnussioner, the
Comnmissioner shall:

bedngd: 443 5 Provide written sotice o the renewal applicant that the boonsore renewal was
dented stating or saplaimng the basis of the denal; and

dda 4.4.3.5. Advise the roncwal applicant that 2 roguest for a hoaring reay be filed with the
Commissioasr m acoordance with W, Va. Code §33-2-13,

4.5, Denial of Twrtial or Renowsl Apphication.

ddm: 45,5 The Commissioner shall dony an inilial spplicstion fur hoonswre or deny license
rencwal of a PFRM for the followmg reasons:

$:8:-3: 4,3, 1.3, The FEM pporates, or proposes to operate, i a fnancially hazardous condition
by Failing to provide or maintam evidence of financial responsibility as moted sndar sebdiviston-4%e
subsgetion 4.2.3 of thiy seebien rulg;

d8az 4515 The PEM has boon dotormined by the Coramissioner to be in vickition or
noncomphiance with the requiraments of this mile or West Virginia law;

g 4,5, 1o, Thio PEM has failed fo tmely submit information under subsestzon soction 4.2
of this secion ryle 1o complets 2 toview of the mitial apphoation or hes fulod W submit & renewsd
application and mformation ander subseetion sootion 4.4 of this sesben gule; or

$5wm4- 4.5, L4 The PEM fals lo provide the Commissionsy with ais network roport as roguired
fy W, Va. Code §33=51-8(4)2) and (3},

defiie 453 I bon of & dental of an ikl Hoonsure or xonewad application, the Conrmssionsy
may permait the PEM (o submit o the Commissioner an acceplable comroctive action plan fo cure or correct
daoficioncios.

'ﬂﬂ%‘aﬂvﬂ mia ahail he mamiained al ail umf*a by the PEI\'I durmg B imf.nsms waﬂa the Cmmnmamﬁm., zﬂld
the Commissioner shall have the nght 6 confiem or verify the PRM's gualifieations to hold & Heense and
its ﬁnazat.,idi zcspumibiﬁw al amy limc': Thr.: C&mmi@sien@r LA how SVEL, raducc the ammmt of ‘Ihr:
requaxrsd i3 mumsmmhic mimvc tu the sie of the PBM & bunmessnpﬂmtmm in this state and would canse
a sigmificant francis] hardshap,

4.7, The micemabion and data submitted by = PEM under this section shall be considered proprictary
snd confidentinl by Jaw and privileged, and exempt from disclosure pursnant to Chapter 298 of the West
Virginiz Code as 3 “Trade seoret™, is not open o public inspection, i not subject to subposua, is not subject
o diseovary or adpussible in ovidence in any crimial, private ofnl or administrative sctise and i3 not
subject to production purssant £o cowt ordsr. The Conumssioney 1 suthorized {5 use the docnments,
maierials or other information in the furtherance of any segulatory or Jegal action brought as part of the

g
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Commissioner s official dutics.

5114008 Peobabiied Hesponsibilities aud Prohibited Acte

5.5 A PBM shall not casse or knowingly pormit the use of any advertisement, promotion, solicilation,
reprosentation, proposal or offor that is vnirue, decopltve or mslzading.

5.2, An auditing entity comducling a phammacy andit or pomon aciing on behalf of the auditing sntity
may uof ssck auy foo, sharge-back, recoupmsnt or other adivstment for a dispeosed product, or any portion
of a disponscd product, unless onc of the following has scourred:

et 3.0 1. Praud or other indoniiona) and willful musreprosentation as evidenced by a roviow of
the claims data, siatements, physical roviow or ofher mvestigative mothods;

S 5,22, Disponsing m excess of the benefit desigr, as established by the plan sponsor,
Fedzor 1. 2.0, Prosoriptions not flied i accordance with the presoriboc’s ardern or
S 32,4, Actual overpayment i the pharmacy,

5.3, Any foe, charge-back, reconpment, or other adinstmont 1& Hroited to the actial financia] hamm
associated with the dispensed product, or portion of the dispensed product, of the acival underpayment or
overpayrnont as soi forth in the oritoria 1 subsestion sootion 5.2 of this secben mis.

5.4, To assist hezltheare conmumers in making informed deosions, wo caliol “aap clonses” in contracts
betweoen pharmaciss and PEMs are prohibited. A pharmacy, pharmacist or pharmacy echnician shall have
the right 1o provide & consumer mfovmation relating o fewer cost altorastiver, and a pharmacy, pharmacist
ot pharmacy techrderan shall not be pepalized by a PRM for discessing information m 'W. Va. Code §33-
51-% o1 he regulation of PBMs thersunder, o1 for seiling a lower cost allemmative, if one is available, without
uzing a hzalth insnrance policy.

5.5, To prevent overcharpes o conswmers oy menrede purchasing preseription drugs, so called “claw-
back” provisions in confracts befween pharmacies and PRMs are prohibited and 2 PEM shall not colisst
from a phannacy, 2 pharmacist or 2 phammacy techmician a cost share or co-pay charged fo 2 covered
individual that cxeeeds the tofal submitted charges by the pharmacy or pharmgeist to the PEM.

5.6. & PBM shall not directly or indirectly charge or hold s pharmacy, a pharmacist or 2 pharmasy
tzchnician responstble for 2 fee related o the adjudication of a claim unless:

Sbe- 36,5 The total amount of the fos 18 ilenuficed, reporiod and speciBoally explaimed for 2ach
tine item on ths remittance advice of the adjudicaied clatem; or

Bl 3,62, The totuf amount of the fee 17 apparent at the point of sale and not adjnsled betwesn
the point of sale and the wsuance of the renufiance sdvice.

5.7, A PBM or any ofher third party that reimburses 2 340B enlily for dragy that are subject o an
agreement onder 42 U580, §236h shall not reumburse the 3408 snaty for pharmacy-dispensed drugs at 2
vate lower than that paid for the same drug o pharmacies similar in prescription volume that are not 3408
cotitios, and shalluot assess any fee, charge-back, or other adjustment upen the 3408 oniity on the basis
that the 3401 . thed partivipates in the propram sof forth i 42 U.S.C. §236b. For papusss of this section,

burdens upon the 340K entity thet resulle n sdmmintralive costs or foes do the 3408 entiny that are an
vlaced wgon other pharmaetes that do ot sarticivate i the 3408 trovram, including affiliste pharmacies
]
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- Mumber 1 Author mpowser  Subject: Sticky Nota Date: 771720271 1:04:25 Pid o

“ogther adjustrent”

¥his term was not defined in HE 2262 and is outsits the statutony authority granted o the deparfment,
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of the PEM. and further inclodes but 33 ot limated i reswiving a claim for a dros to incinde 7 modifier or
b reprogsssed or resubmilted to mdicate that the dreg i3 3 3448 due,

e 5.8 With respect to & pationt elipible to recanve drops subjoct 1o an agrecmont under 42 U.S.C
§2536%, a PEM or any othoer thied party tha makes payamant for such drugs, shall not diseriminate apainst a
3408 enity m a manmer that prevents or miszfores wath the patient’s cheise o reveive such drugs from the
3408 enbity. For purposes of this subasetion sontion, “third party” docs oot mclude the stale hedicaid
prograra when Medicaid » provetimg reimbamenent for soversd outpatigsg drogs, 25 dhat torm s defined
in 42 US.C §1396r-8(k), vu a fos-for-service basis; however, “ihwaipirty” doss inclade a Meodicaid-
managed care orgamization as deseribed s 42 118 .0 §1386b{m). FuiUnenoses of this socticn, i shall be
considered 2 dissummington: vrashiss that yrevents or interfores with a patient’s choive lo recsive dross st g

cutity that rosuls in adminisivative cosis or fees o the 3408 entity that are not placed nuow othor charmagios

that do not nanticinate in the 3408 prosam, including affiliats vhamaciss of the PBM, and further includes

30 may not reimbune g phermasy or phagnacist for a ousserintion drug of charnuagy senvios

1 an gmount losy than the netions! averape drap scquisition cost for the prescrivtion drug or pharmaey

servise & the e the drag ds administered o dispensed plus 2 disvsusing foo of $10.49. I the axtionsl

DR

#veraws drug scguisition cost 13 uot svalable at the tHme 2 dg s admindstered or disvensed, 2 FEM may

not reimburse i ag amount that is less than the wholssale acouisiion cost of the dre a5 defined in 42
USL0 §1305w-2alc W6y plus & dispensing feo of 516,49,

538, Payment Parfy, o= A PBM mzs not reimburse 2 pharmasy or phammasist for 2 srosoription drug
of shanmacy servies in.an

the same sresorinton druy

or nhammacy senvics,

S b A PN shiall wiilize the mational averave drue scuumdsition oost 2z 2 poist of reference for the
¢k compoment of 2 i "o 1d

Fverane gy acauisiion ¢

e the basig that the nharmasy deversss dmss subiscl o an aitesment

nmn B K S S S T A AR AT R

under 42 115 O, 3356k,

res or meiies se dong g the tones are disclosed and sotesd do by the pharmaey in advanes:

R R A R AT R SRR SRS

3.13.2 Linless ptherwise permitied vursnant to W, Va. Code 333-51-880% imuoses a pomi-of-zale
foo or retroaciive fees or

benefits manavement services. This prohibition shall not prokibit 2 PEM from recstving dedustibles or con

payvmanis, gi
Sl do 2D shall offer 2 health vlag the fiton of passctlrovsh voistny., However, waws-through

18
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= Number 1 Author, mpoe

atiie contains 3408 aligiblin language

The st

1

“Patient is eligitle ¢ receive.”

We belleve the elimination ot this language is culside the siatutary authority granted o the depatment,

- Numbern 2 Author mpower  Subiect Sticky Mote Dater 7/1/2027 10708 PM

#iased on the definition of PBM and the underiying ‘definitinns of terms used (n that delintian, we deheve 1his provision does not appiy t
self-funded plans.

Hadmber: 3 Author mpower | Subject Sticey Nove | Dater 7712021 1OVASPM
A PBM does not sctually receive the deductibie or co- paymant,
Muamber: 4 Author epower  Sublecy ‘iiuif hote Diates 773720271 49624 BM

We believe that 514 10 5.15.6 doss not
covered individual/covered sntity.

e seit-fundar glars in scope based on the definiion of heshh plan/healih beneft pian/

Nurnher 5 Author mpowgr  Subject Sticky Mote g 77102027 4 b!-'al P
Deteie “perfonms pharmary berefit managamant or DenRaif ofF And HEart “TOMiracts With a. -
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?1"”“' 15, A covered mdividual™s deflined cost sharing for each presenntion dmy shall be caleulated at the

T mﬁfwofnc;zah: b.asf::ﬁ G0.E RTiee that I8 rvduuad by an amount susalfe at im.»,t 0% ol ssli /Y ﬁawbl@ wbum:b

o ﬂ']ﬁ amam‘at af i m*uf'rﬁd mdswdami 5 dffumd oost sharm\-..

5 ‘i."?- 3 ME rebates should be hﬂiﬁlﬁ&tﬂd by the PRM or thj.t.r;t-;a'...«:.‘i\;x bwﬁd uuen the av.,tmi rebale

by the marmfmﬁ;mr ﬁac PEM hefaith “]m‘a

5.15.2. Anyv voce redustins hased voon a rebate reneived, or to be recerved. mmst be completehy
reflscted 1n the price of the prescrintion drug at the tme the pharmacy dispenses 1o the paticnl.

5333, Anyrebate that ia caleulaied by the PR or thivd-periy do be gver aod d‘i‘)‘f“-“‘gﬁ{‘“‘g‘!“gﬁ‘ g:_gcas.a

B i T TR T A A T

of 2 covered. mdimdueri 5 defined cost sharing wav noi be retaingd by the PBM

the health benefit wlan or coversd sntiiv and st be ussd bv the health bﬁ‘:nei!t plan OIV f.;m{;rcﬁ m’ixz‘ o
reducs the cost of yromnEns,

Mﬁ foafm in tqu‘ ptsjf_tq?.l

: ".15 3 hothm ‘\rea,lude:ﬂ an Imprer Bixﬂlﬂd

LAttt At R S e SRl

31546, A PRM or fturd-pasty shall be responsible for calenlating & soversd individual’s dofined
cost shaning for each cweserintion drow, No FBM o third=nivty shall charve or deduct from 2 shanmacist
or vharmues any fee. recousment, chargs bach, or other monelady namall iy, amoant o adiusiment dug fo the

PBM o rdhnanis s mi%kﬂi&ugnﬁt‘idm af a4 rebate or defined cost sharins smmonnf, RS

&8 § 16 A PBM'e contract with a participating phatmacist or pharmacy shall not probibi, restrict or
bamit disclosire of mformation o the Conunissioner, law enforcement, of state and federal povernmental
oificinle mveshgating oy oxaminmy & cssmpldmi or conductug & review of 3 FBAM s coraphance with the
requiremeants snder thus relzor timtemribv-det Arncle 81 Chanter 33 of the West Virguila

nde,

o] :,___.__ Fr¥rs

$8: 5. 17, Termimation of a pharmacy or phameacist fom 2 PEM nebwork shall not release the PBM
from ihe ohligation 1o make any payment due i the pharmaey or pharmacist for pharmactst services fhat
ars anthonzed for peyment woder the tams and conditions of the contract and rendered prisr 4o the
bereninabion of the pharmacy or pharmacist from the PRM acdwork

8114998, Network Adequacy snd Reporting Reguiremenis.

.1, Motwoak adecuscy.

.11 A PBM ehall mimtan as g roasenably adoguate and aceessible snetwork for the provision of
prescription drugs for 2 health benefit pl.sm. The network shall provide for convement pationt access fo
phannacios within a ressonable distanos froem 3 patient’s residonce. A network shall not be comprised only
of mail-order bonefils but must have & mix of maborder benofits and physical stores 1 thes stete,

62 5.1.2 A PBM shall, upon regquest by the Commissiones, provide a nebwork report describing
the PEM's network and the mix of maib-osder to physical stores ny this sfate. Falurs to provide 2 report
may result in the suspenzion or revocation of a PBAMs license by the Commissioner.

i3
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- Mumbe Authon mpower  Subgect Ricky Note Dater 77120271 41725 PyA
This section may be diffiout 1o implemant, POS Rebates are 2 moving Terget - "rebates receivad, of 1o be received” as found in 3,15 wan be difficuit
o gocurately predict when many rebate agreements are reconcilad retrosctively. Tryfnig to extirmats the exact rebate srmount 1o pass on 1o the
member during Q1 without knowing what the rebate amounts we wilf be receiving until ister is very challenging.

e belisve the POS mebate dngisns in HB 2253 impadas 4 plsn design toof thatis preempied by ERISA, Rutiedge v. PCMA did not grant suthority
for states to requlate here.

= MNumber 2 Author mpower  Subipch Sticky Note Daw 72021 1:22:34 P
We believe use of tha term “third-party” axceeds the statutary scopa. This tarms i

3 Author mpower  Subrack Sicky MNate Drater /1720027 12417 P
Y& have two concerns here this s not in the underhying faw and this regulation is for PEMS, nof "an insurer” Therefore, we balieve this is

autside the scope,

The taw also makes it clear that any excess goes fo the plan.
Drate: 7712021 1:25:25 PM

ndet! pians based on the definition of heaith benatit plan.
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nf v h.ur'mam benefits of ik, hmlﬁ'n Eﬂ:-_r}_.fsi_' i

i 1o, Forcovered entity

slens. s covered srdaty shall. wo
pharmasies that bave teminated theix netwc:rk particwsation with the covered mﬁ R

&34 PEM msme 2 leased nebwork from another PBM o1 soversd cotivy must ansure that the
isaned network is ressonably adecuate and acosssible as vrovided o subsestion 6. 1.1 of thie mle snd the
PEM using the leased network must be able to nrovide the rovioris described in subseotions 6.1.2 and 6,1.3
of this mbs wnon request by e Commissioner,

& 5.2, Annmal Hovorts,

’1 gpﬁ&-ﬁéiw& PEM shallropori o the f.,mtmnssmmr iy bef G \d:&m‘h i nf s,m:h B

dooIns noces

iafnrmation:

fodei- 6.7, 1.8, The aggrogate samovat of robates roneived by the PRAM;

&3 6.2 Lb, Thaagsropate amonnt of rebates distribuied so the appropriate covered onlity oy
bealth plam;

Geibowr 9,2, 1.5, The aggopaic amout of robates passed on o the enrolices of cach covered
amdily or bealth plan at the pomt-oftsale that mduced the cnrolices applicable deductible, copaymand,

REE s

ceIsBEnGs, oF Dther cost sharing amount;

i

B 6.2.14 Thewmdividnal and apgregate amount paid by the covered entity g
to the PBM for pharmacist services iwmized by pharmacy, by product, and by goods and cervices; and

bdetr D2 1e  The individus!l and agpregate amount 3 PBM paid for pharmacist services
itemized by pharwacy, by product, and by goods and servicss,
m the asnrevste io the Commussionsy and o a health slan oo
the difforones between the amount the PBM eimbursed 2 phanuacy & monnt the
PEM a,har ied 3 hﬁa‘iﬂa “]an . coversd antit, The anved st reimingd by dhis gubsection skl be

6.2.2, A hsalth slan or coverad endity shall sonually renort o the Commissioner the apsrepate
amsmnt uof c.r-:.d:ts mbdlﬁh dlscezun‘i:s oF nih;:r such navnents r'*c:mvcd by tiae hoalth olan 32 rovered entiiy

soch pave (mtq were ;‘aswxi ar iy rs‘:d lere INERTENGT. DITTGINE 0T fatﬁa The ( ommisvioner will nss the

mfurmation chiamed m these ronerds when reviswing iremium raiss a,har“sd for individual and groun

angidend and health imevranes ss et St in W, Ve, Code BS23-6-0%) 33.26-6ic) and 33-294.8 The
sl seort soguired by Bas swbsection shall be doe on ot before March 1 of sach vear,

AR SR et ol o dodobob oot v chtiods

6.3 Unartesle Roport,

$3.1 A PBMshall produce g vusrledy ronoet 1o the Commissioner of:

Jrtc it A bt

6.3.1.2. Al druss sevesring on the gationst sverave drug soontsiion cost list retmberssd e

amd bedow the nmational sveracs drog seguisiting costs and

R -“\1 -‘t\“n“““““un“.“\.“““““Pssa;\uus.s.“

£5.3.1. b AL dmgs ap.;_\.caring on the gational averave drew seanisition cost st reimbursed 10946
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6,32 For sach doms linted m the smarierly roeon, s PBM shall inclede:

6.3.2.a. The month the doas was disnensed:s

£3.28 The Qmm of the dius dispeneed:

8.3 2.5 FThe amount the pharmasy was reimsbursed:

8324 Whether the disvesing pharmaey wag an affifiate of the PEM:

4.3 2.2 Whethar the drus was dispensed pursuast o a_soverment hcmlth *:i“ﬂ i

£.3.3, The guarierhy report shall szchude drgs disponsed sumuant fo 42 UA.C, 8258k,

8.3.4. A coov of the auarterds renod shall be sublished oa the PRAM s nublich: availsble websits

R R SRR A AR R AR

fora g‘mrmd {sf at Ecaqt 24 months,

.33 The guartordy repert i oosmnt From the confidentialivy provizions of section 6.8 of dus e,

.36 Thesvriedy renort renuared by this soction shall be Sled op or belore Mav 15, Avgust 13,

lovember 13 and March 1 of sach vear: e fnel suertarhy rinon beins submitiod with the anmual reoortis:
FQ‘:-.{_llll'Cii i soction 8.2 of this nuls,

W ihe ;;urbzl made gvailable om ﬂm Lﬂmmisbmnﬁ 3 Websﬁ,e..

6.5, ke With the exospbion ol the auaterhy sevorl noted msection 6.3 ol this suls fhe information
and data submatted by a PRM ander this sectzon shall be considersd proprictary and confidential by law and
privileged, and exempt from disclosure pursuent {0 Chapler 298 of the Wast Virginie CUode a2 2 “trade
seuret”, 1 nol open fo pubhc mspection, = oot seiyent to subpocna, s pot smbjoct to digeovery or admssible
m ovidence I any erimival, private civil or sdeumistrative sction and 1s not sulject @ production pursuant
to conrt arder. The Commissioner i suthorized to use the documents, materials or sther information in the
furtherance of suy sopulsiory or logal action broaght ax part of the Commizgionor’s offizal duties.

£114-19-7. Exsminations.

’f 1. The Comusammr vy cxareine the affans of a PREM for c.czmphame with the-reguirements-of
: dv-het Article 31, Chapter 23 of the West Vievina Code or the reguivements of

ﬂuk Iul@

72 Awy exspmnation permited onder this soction shall follow the exammation procedures and
requirements apphicable o covered entitics under W. Va. Code §32-2-8, and the Commissioner may asscss
the coste of the examinabon or audi to the FBM.

73, A PEM shall not be regularly examined under the same iine posiody of insurers as roguired wndes
W. ¥a. Code §33-2-8; however, the Commissioner may examine the PRM, purseast to this soction, at any

i3
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We believe that thiz does not apply to self-funded government health plans based on the definition of heatth olan,
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tame i which ha or ;he heﬁiw &8 it reasonab!v necassm}' to easures wmpliam:ﬁ with &w@hqmﬁﬂﬁyw%miﬁ

7.4 The information and data obtained by the Commissiones from s PEM ander s scetion shall be
considersd proprictary and confidential by law and privileged, and exempt from disclosurs pursaant o
Chapter 298 of the West Virginia Code as a “trade secret”, s not open to public mspection, is not subject
ts subpoena., iz not subjest o discovery or admissible in evidence t any criminal, povate civil or
administrative action and is not subjsct to production pursuad 0 sowrt arder,  The Commissioner is
authonized to use the docwmenis, materials or other information in the fwtherance of any regulatory or logal
action brought as part of the Commissioner’s official dotics.

§114-5%-8. Pensltics and Reimburscment.

8 1 i thc Cummmsmnﬂ ﬁnﬁs that a licemsed PBM has violated any provisions of this rude or sy
-dent Article 31 Chavter 32 of the West Vipinia Onde thet are

m‘hca’biff m ‘i‘h-., FB‘§ the e amm;ssmncr may, in addition o or is Hen of & Heensure SUBDERBION oF
revocation, erder the PERM to pay & penalty in 2 sum not to cucced $10.000 per violation, If the PEM fails

{0 pay the ponaity Wiﬁliﬂ 30 da'_srs afier notice Of the pmait} the Canmliasiomr m;w rwcais;:: or suspmsi ﬂm

....................................................................................................................................................

b .af...a...r.s...‘t};wﬂ,.tf;,a,.ism'&.&m@ﬁi&i@m&mﬁ&mﬁm&

B2 I E'h., Cc&mmisqiomr finds thai 2 rfgistamd aisditing sntii} has viclated any provisions of this rule

to or i hiew of a mgzstra.tmn Buspcn_,mn or revoration, ardr:r the audmng entity pay & penalty in & sum not
0 exeeed 32,500 per viclaton. I the awditing sotity fatls to pay the penelty within 30 daye affer notios of
the penalty, the Comumissioner may revoke or suspend the regisfration of the swditing eniity. This sechion
shall ot affect the okt of an anditing entine fo ks o weitten demand for a hearing before the

BRLE TR L PRS-

COTMETSSIOner pursuant o the vrovisions of W, Va, Cods 833.2013,

£3. Wih respect to any peorson or emtity operziing in this state 2z 2 PRM withont 2 Heense, e
Comrdssioner may do one of both of the followiag:

EZwr B3 1. File a complaint in the Circant Court of Kanawha County, o in any covnly mowhich
a FHM baz operatad withowt 2 licenss, 1o enjoin the PEM fom opersting; and

B2k §.3.2 After nofice and hearing in aceordance with W, Va. Ceds §33-2-13, assess restitulion
i an aneount sufficient to remdrarss any persen adversely affocted by the operation of the unlicensed FEM
and, m addibon fo or m les of restbubion, xopose 2 fine m 2 sum not 0 ezcesd 320,000 for each
unanthorized act.

823 This section shall not affact the richt of a PRM fo make 3 written domand for 8 heading
hofore the Comntssioner pursuant to the nrovisions of W Va, Code $33-3-13,

84, With reapect o any person or oniity operating in thus siate as an auditng entidy withowt beinp
registered or exenpted from rogistration, the Commissiona may do one or both of the followmg:

© b 841 File 2 complaint m the Cireut Conrd of Kanawha Uounty, or in any county m which
an auditrng ondity has operated without ¢ Hiccuse, to onpin the axditing entity from operating, and

bk, B4 2 Afer notive and hearing m accordance with W, Va. Code §33-2-13, assess restihation
in an amount sufficient o remborse any porson ebversely affocted by the opmrabion of the nnregisterad
audimp ontity and, i addition to or I Bow of restibvhon, snpose & e in 2 sum not fo exceod $5,000 for
sach unauthorized act
14
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§.4.3. Ths section shell not affect the mokt of an sudiisns sntity to make a written domand for a

Breari g i:ua[mc the Commissioner sursuant fo the “I’mfi%iom of W, Va. Code 833-2-13.

2.5 The Commissioner may order roimbureomont t an insared. shermacy, or disyenser who has
mourred a monetary Joss as z yresunll of 2 vioktion of Arhicle 31, Chavter 33 of the West Virumia Code or
the provisions of ths mele by s PHAM

8.5.1. Yo seck rommbarsemens. an insured, tharmasy or dispensor should file 2 comydaint with the
Comminsionss within ons vear following the aotual or rephed discoveny of the vickafion,

8.3 2. Fhe complamt should b Bled on 2 form yrovided by the Commisnioner and stals with
spooificity the following;

8.5 2.a. The statutory wovision, # koown which the person allevedly violaicd:

8320, The facks and circummsianees siving mse o the sllosed violation:

--------- 5 TR

§.5. 20 The pame of sny individual or othor entity mvolved in e allcucd vislation:

§.3.24d. Fobwenes to specific vontract lenpuage that 3 redovant 1o the alleged violation i

2528 Anvather information the commissionet may regsing,

853 Iho ol of 2 sufficiently somplels complring, the Commisstoner shall vrovide g copy

SR TR .“ ShRLER .“.. “.““..“ BRASRAL M AT ...... s e Kb \\\n..\\. LGS,

bo dhe PEM,

£.95.4. Within 135 working dave sfter recarving 2 comoland, the FEM must advise the Commissionss
1 writine of the statue of seeobiztions with the msored, oharmacy or dispenssr 1o rosolve fhe complaint for
reimbursement uniess the complaint har already been resolved, I the PBM intends to fake noe action
yemalvs e compliaint the FRM stall advise the Commissioner secordingle am woling and srovids the

,,,,,,,,,,,,,,,,,,,,, AATARAT AR AR A A ATAR AR R A A A A A AR R A Y

Commissioner with a suhstaniive response o the allecations in bhe comalaind,

R.5.3.  Afer recoiving 3 writlen resaonse o the complaint from 2 PRM. the Comunissioncr shall
determing whether fo;

Z3.2a. Llose the complaint and {glkee no further action;

R e e R i T e e A e e TR AR S

RES3L Order reimbureamend be made from the T Pixte e (:Nswd vharmaey or danonsee

B3 5c Netthe matter for admimstaiive heanine and Ruther determination as 1o whether the
allepations n the comypdaint are meritorious and reimbursement should be ordersd,

shanmaey or disperssr bas the ncht o contest the Comrstssionsts desision to

2.3.6. An insured

cime 3 Zomy aind, W}ﬂlr_‘zu‘i !wamw 311& mks 5 i‘mﬂmr action 'ﬂléfﬁ:ﬂﬂ o award rembursament A PBM
tﬁ the sured

x-.-.\x\“\\“\\\\“\\\\\\

harmac\* o dﬂ“&ﬂ‘%ﬂl‘ wﬁhnu‘i hearmy therson, i
msnmd. sharmacy or dispenser o reake 2 writien demand, fﬁk 2 hearm\:r g;m §uaﬁ§ i@ fhc: ug\g}hs‘g‘mqs ef W %a,
Gods $33-2-13,

£35.7. Abestmgonasompdant shall be scheduled 8o be held within %0 davs from the date of filine
i%
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o pumiber Y Author mpower  Subiject, Sticky Noie A I e I
85,10 is new language not found in HE 2203, We feel that this |s outside Departrients jurisdiction.

o Mumber: 2 Avthor mposser  Subgect: Sticky Nota Drater 70172027 V3L2T P

Cencrally this section confains axtratentitorial issues.

= Mumbarn 3 Author: mpower  Subject Sticky Note Dater Y/1/2021 13150 Pt

the ofient who volimtarily sponsers the heaith henefit plan far their empioyaes,

dary of thess issues were not settled by Rutledge v. PCMA and are still preempted by ERISA
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the healih mesvance pohoy or bealth benofit nlan’s nebwork iU the vharmeey or sharmacist aivess to provide
sharmact servives_or banefis, meluding but nof Limited fo nresetiption deues, that meet the teroms aud

e o the tomms of reimbursement oot forth by the insure

8.3 1c. Tmpose upon 3 benefictiry of phagnacy services snder a boalth benefit slan any co-
vavyeen Fos or sondition fhat s sob ssuvaily imposed wion all bonelicmres i the same beneflt calosory,

provider;

B2 i Jmnuse 3 monstacy advaniass or venally under a health benefit wlan that would affect

For puoposes. of ts subdbvisioy

“moneter v advantane or penalty” includes hicher co-vavmen a reduction in rebmbursomont for serviess or
the sromation of one partivipating pharmacy over suothet by these neethnds:

%.2.1e. Reduce allowabls meinlbursment for shanmasy servines 16 2 beneficiny under 2 health

A A e A B R R A A A R A AT A AT R L A L AN LR R

benefit plan besauss the beneficiary selects 3 charmacy of hus or ber cheise, 30 long a8 that abarmagy has
sorotled as a network wrovider with the hoalth bonefit nlan under the torms offored fo all pharmacies 1n the

.................... ALl peR i kv

akin coverase area

PSR A S e R

8210 Eounire a beneficiaoy, ap g combiion of vavoenl or reimbmrsemeant, to purchase
shapmaey services. inshuding but_nod lrnited o pacristion doses. sxchaively
uhsrmacy; or

S2.e  Jmsese woon 2 beneficlary any soepavment, amount of reimbursement. rosiriction
wpon the numbeor of dave of 2 dg smphy Tor wingh retmbasemant will be allowed or anv other sevment

AR
ar eomdifion rolabing to wurchasing vhameacy servicss fom sny chegmasy, meheding bt not Hmited to

prescrniion i.irus%i that = more costly or mores reivictive to the beneficiare than that wihich wonld be

imposed ugon the boneficrane i such servipes wore purchased from s maiborder shanmacy or any other

2.3 Hetification,

et

9.3 .1 I 2 hoalth henefit flan rostncts charmasy sariciretion throuch 2 netwarlc, fhe coversd entity

providing e bealth bonelil plan shall notily m witeng, 2l charmecies wilhin fhe seaorachic goversse

area of the health benefi olan and offer those charmacics the opiortendy to pastiviate in the health bonefit
plan’z networde  Notification shall be wrovided at leasi 60 davs orier o the effective dats of the haalth
benefit vlsn’s network, '

identical reimbursement terms for novidinge phasmacy services, inchiding arescrivtion dross. .

U.3.3. Asovered eativy providing the health benef plan shall inform the beneficiarics of the nlan
of the names and locations of vhasmacics that sre verficivatiny in the health benefit vlan’s notwork,

Neotification to beneficiaries should be provided throush ressonable means, on 5 timeke baris and af rowslar
wlervals..for pmuesen. of s subsection. Jrssonsble mesns” may anelede written or glectronic

AR R A A e

sepumumizations to beneficiariss by 2 healib benefit plan, as well as publication on the health bonefil plan’s

sublichy available websits, For suseozes of s subssction, “reqular ibervaly’” should nelade notification

o benshoiaries durtns & health benefiinlan’s open euroliment periods. 25 well a2 suvelementsl aotification

for pharmacy servicss,

17
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= what §.2.1b says above?




PIACSESS

834 Pautiopating pharmacios shall be sntitied {o announse their Sarticipation in g hoslth benefit

sreviding the hoalih banofit olan,

Al AR R A AR R AT AR R TR T AT SRR

9.3.5. The notificetion provisions of fais section shall not apely when an madividual or wrous 18
sorolled i 2 health bonefit vdan, but when the bealth bonefit vlan entors 2 new couniv of e stale,

24, Invsnctve rokief,

L4 1 Any saversd mdnvidoal or phermagy mred by a vicdation of soction 8 of this s max
memiem 8 comse of schon apansh a PEM or health benefit ulan to sniom the vontinuancs of amy sach

viedation b Sl a complaiut dn the Cheouit Comt of Banawha Conety, ot in any counte o which the PBM

Ball provide 2 couniesy oy

AR AT R

i ensure adminisirative enforcement of this rele or of Artiele 31, Chapter 33 of the West Vireinis Code,

R4 4. The Blne of an msnchion apeinst a healih beacfit plan for allesed violations of Asticle 51
Chaptor 33 of the West Vipinia Code or this rule dogs not slone affoct any eonse or Ooptificate of

Suthority held by an eursr stherwise duly Hesnsed n thiz state withont seharate sevalatory ae
usdertaken by the Commisgiongs,
IS




